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Fees, Patient Contributions and
Safety Net Thresholds

The following fees, patient contributions and safety net thresholds apply as at 1 September 2026 and are included, where
applicable, in prices published in the Schedule —

Dispensing Fees: Ready-prepared $9.24
Dangerous drug fee $5.73
Extemporaneously-prepared $11.28
Allowable additional patient charge* $2.79
Additional Fees (for safety net prices): Ready-prepared $1.54
Extemporaneously-prepared $1.99
Patient Co-payments: General $25.00
Concessional $7.70
Safety Net Thresholds: General $1748.20
Concessional $277.20
Safety Net Card Issue Fee: $12.78

* The allowable additional patient charge is a discretionary charge to general patients if a pharmaceutical item has a dispensed
price for maximum quantity less than the general patient co-payment. The pharmacist may charge general patients the
allowable additional fee but the fee cannot take the cost of the prescription above the general patient co-payment for the
medicine. This fee does not count towards the Safety Net threshold.
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Summary of Changes

These changes to the Schedule of Pharmaceutical Benefits are effective from 1 September 2026. The Schedule is updated on
the first day of each month and is also available at www.pbs.gov.au.

Prescriber Bag

Additions
Addition — Item
15512K  BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&)
inert substance diluent [4 mL ampoule], 1 pack (Benzetacil (Spain))

Alterations
Alteration — Note
15406W BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin 1.2 million units powder for injection, 1 vial
(Benzylpenicillin benzathine (Brancaster Pharma, UK))

15053G BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&)
inert substance diluent [4 mL ampoule], 1 pack (Lentocilin S 1200 (Portugal))

11755Q BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin tetrahydrate 1.2 million units (1016.6 mg)/
2.3 mL injection, 10 x 2.3 mL syringes (Bicillin L-A)

General Pharmaceutical Benefits

Additions
Addition — Item
15506D BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&)
inert substance diluent [4 mL ampoule], 1 pack (Benzetacil (Spain))

15527F  BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&)
inert substance diluent [4 mL ampoule], 1 pack (Benzetacil (Spain))

15517Q DAPSONE, dapsone 25 mg tablet, 100 (Dapsone Tablets, USP 25 mg (Rising Pharmaceuticals, USA))
15521X  DISOPYRAMIDE, disopyramide 100 mg capsule, 100 (Rythmodan (Japan))

15524C  ESTRADIOL, estradiol 25 microgram/24 hours patch, 8 (Dermestril 25 (ltaly))

15507E  ESTRADIOL, estradiol 50 microgram/24 hours patch, 8 (Dermestril 50 (ltaly))

Addition — Brand
1886G AMOXICILLIN MEDSURGE, DZ — AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL

3302T AMOXICILLIN MEDSURGE, DZ — AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL
1887H AMOXICILLIN MEDSURGE, DZ — AMOXICILLIN, amoxicillin 250 mg/5 mL powder for oral liquid, 100 mL
3393N AMOXICILLIN MEDSURGE, DZ — AMOXICILLIN, amoxicillin 250 mg/5 mL powder for oral liquid, 100 mL

5490Y DUTASTERIDE-TAMSULOSIN ZPL, CR — DUTASTERIDE + TAMSULOSIN, dutasteride 500 microgram +
tamsulosin hydrochloride 400 microgram modified release capsule, 30

13929D DUTASTERIDE-TAMSULOSIN ZPL, CR — DUTASTERIDE + TAMSULOSIN, dutasteride 500 microgram +
tamsulosin hydrochloride 400 microgram modified release capsule, 30

9302N ARX-Gliclazide MR, XW — GLICLAZIDE, gliclazide 60 mg modified release tablet, 60
13922R  ARX-Gliclazide MR, XW — GLICLAZIDE, gliclazide 60 mg modified release tablet, 60




8196J Itrazo, CR — ITRACONAZOLE, itraconazole 100 mg capsule, 60
9311C Nebivolol Viatris, AL — NEBIVOLOL, nebivolol 5 mg tablet, 28
13510C  Nebivolol Viatris, AL — NEBIVOLOL, nebivolol 5 mg tablet, 28

2161R Olmesartan HCT Viatris, MQ — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 20 mg +
hydrochlorothiazide 12.5 mg tablet, 30

13447R  Olmesartan HCT Viatris, MQ — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 20 mg +
hydrochlorothiazide 12.5 mg tablet, 30

2166B Olmesartan HCT Viatris, MQ — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 12.5 mg tablet, 30

13601W  Olmesartan HCT Viatris, MQ — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 12.5 mg tablet, 30

2170F Olmesartan HCT Viatris, MQ — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 25 mg tablet, 30

13602X  Olmesartan HCT Viatris, MQ — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 25 mg tablet, 30

8000C OXYCODONE NALOXONE ADVZ XR 5/2.5, BZ — OXYCODONE + NALOXONE, oxycodone hydrochloride 5 mg
+ naloxone hydrochloride 2.5 mg modified release tablet, 28

8934F OXYCODONE NALOXONE ADVZ XR 10/5, BZ— OXYCODONE + NALOXONE, oxycodone hydrochloride 10 mg
+ naloxone hydrochloride 5 mg modified release tablet, 28

8935G OXYCODONE NALOXONE ADVZ XR 20/10, BZ — OXYCODONE + NALOXONE, oxycodone hydrochloride
20 mg + naloxone hydrochloride 10 mg modified release tablet, 28

10758F OXYCODONE NALOXONE ADVZ XR 30/15, BZ— OXYCODONE + NALOXONE, oxycodone hydrochloride
30 mg + naloxone hydrochloride 15 mg modified release tablet, 28

8936H OXYCODONE NALOXONE ADVZ XR 40/20, BZ— OXYCODONE + NALOXONE, oxycodone hydrochloride
40 mg + naloxone hydrochloride 20 mg modified release tablet, 28

8978M Twilem 40/5, AL — TELMISARTAN + AMLODIPINE, telmisartan 40 mg + amlodipine 5 mg tablet, 28
13483P Twilem 40/5, AL — TELMISARTAN + AMLODIPINE, telmisartan 40 mg + amlodipine 5 mg tablet, 28
8979N Twilem 40/10, AL — TELMISARTAN + AMLODIPINE, telmisartan 40 mg + amlodipine 10 mg tablet, 28
13515H Twilem 40/10, AL — TELMISARTAN + AMLODIPINE, telmisartan 40 mg + amlodipine 10 mg tablet, 28
8980P Twilem 80/5, AL — TELMISARTAN + AMLODIPINE, telmisartan 80 mg + amlodipine 5 mg tablet, 28
13450X  Twilem 80/5, AL — TELMISARTAN + AMLODIPINE, telmisartan 80 mg + amlodipine 5 mg tablet, 28
8981Q Twilem 80/10, AL — TELMISARTAN + AMLODIPINE, telmisartan 80 mg + amlodipine 10 mg tablet, 28
13451Y  Twilem 80/10, AL — TELMISARTAN + AMLODIPINE, telmisartan 80 mg + amlodipine 10 mg tablet, 28
3113W VANCOR, CR — VANCOMYCIN, vancomycin 125 mg capsule, 20

3114X VANCOR, CR — VANCOMYCIN, vancomycin 250 mg capsule, 20

Addition — Equivalence Indicator
8801F Link Medical Products Pty Ltd, LM — DAPSONE, dapsone 25 mg tablet, 100

8761D Estradot 25, SZ — ESTRADIOL, estradiol 25 microgram/24 hours patch, 8
8763F Estradot 50, SZ — ESTRADIOL, estradiol 50 microgram/24 hours patch, 8

Addition — Note
8801F DAPSONE, dapsone 25 mg tablet, 100 (Link Medical Products Pty Ltd)

8761D ESTRADIOL, estradiol 25 microgram/24 hours patch, 8 (Estradot 25)
8763F ESTRADIOL, estradiol 50 microgram/24 hours patch, 8 (Estradot 50)

Deletions
Deletion — Brand
1884E Amoxil, AS — AMOXICILLIN, amoxicillin 250 mg capsule, 20

3301R Amoxil, AS — AMOXICILLIN, amoxicillin 250 mg capsule, 20
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11998L

Amoxil, AS — AMOXICILLIN, amoxicillin 250 mg capsule, 20

8719X ARIPIPRAZOLE-WGR, WG — ARIPIPRAZOLE, aripiprazole 20 mg tablet, 30
8480H Cardizem CD, SW — DILTIAZEM, diltiazem hydrochloride 360 mg modified release capsule, 30
14565N  Cardizem CD, SW — DILTIAZEM, diltiazem hydrochloride 360 mg modified release capsule, 30
8533D GLIMEPIRIDE-WGR, WG — GLIMEPIRIDE, glimepiride 3 mg tablet, 30
14020X  GLIMEPIRIDE-WGR, WG — GLIMEPIRIDE, glimepiride 3 mg tablet, 30
3385E OLANZAPINE ODT-WGR, WG — OLANZAPINE, olanzapine 20 mg orally disintegrating tablet, 28
8695P Actos, GQ — PIOGLITAZONE, pioglitazone 30 mg tablet, 28
13921Q  Actos, GQ — PIOGLITAZONE, pioglitazone 30 mg tablet, 28

Deletion — Restriction
8201P AZITHROMYCIN, azithromycin 200 mg/5 mL powder for oral liquid, 15 mL (Zithromax)
8336R AZITHROMYCIN, azithromycin 500 mg tablet, 2 (APO-Azithromycin, Azithromycin Sandoz, Azithromycin Viatris,

AZITHROMYCIN-WGR, ZITHRO, Zithromax)
Alterations
Alteration — Authorised Prescriber
From To
13268H ASCIMINIB, asciminib 20 mg tablet, 60 (Scemblix) M M,N
13259W ASCIMINIB, asciminib 40 mg tablet, 60 (Scemblix) M M,N
13260X  ASCIMINIB, asciminib 40 mg tablet, 60 (Scemblix) M M,N
8336R AZITHROMYCIN, azithromycin 500 mg tablet, 2 (APO-Azithromycin, Azithromycin Sandoz, M,N M,N,W
Azithromycin Viatris, AZITHROMYCIN-WGR, ZITHRO, Zithromax)

13241X  RUXOLITINIB, ruxolitinib 5 mg tablet, 56 (Jakavi) M M,N
14990Y RUXOLITINIB, ruxolitinib 5 mg tablet, 56 (Jakavi) M M,N
13235N  RUXOLITINIB, ruxolitinib 10 mg tablet, 56 (Jakavi) M M,N
14991B  RUXOLITINIB, ruxolitinib 10 mg tablet, 56 (Jakavi) M M,N
15014F  RUXOLITINIB, ruxolitinib 15 mg tablet, 56 (Jakavi) M M,N
15002N  RUXOLITINIB, ruxolitinib 20 mg tablet, 56 (Jakavi) M M,N

Alteration — Note

12340L

12380N
12381P

12397L
12405X
12446C

13220T
13230H
8963R
8964T
8965W

8966X

12331B

ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz,
Yuflyma)

ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma)

ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz,
Yuflyma)

ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma)

ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz,
Yuflyma)

ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Hyrimoz, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Hyrimoz, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz)
ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima,
Hyrimoz)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima,
Hyrimoz)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz)




12353E  ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima,
Hyrimoz)

12367X  ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz)

12386X  ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima,
Hyrimoz)

12360M  ADALIMUMAB, adalimumab 80 mg/0.8 mL injection, 0.8 mL pen device (Humira, Hyrimoz, Yuflyma)
12393G  ADALIMUMAB, adalimumab 80 mg/0.8 mL injection, 0.8 mL syringe (Humira, Yuflyma)
8201P AZITHROMYCIN, azithromycin 200 mg/5 mL powder for oral liquid, 15 mL (Zithromax)

15365Q BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin 1.2 million units powder for injection, 1 vial
(Benzylpenicillin benzathine (Brancaster Pharma, UK))

15389Y BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin 1.2 million units powder for injection, 1 vial
(Benzylpenicillin benzathine (Brancaster Pharma, UK))

15058M BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&)
inert substance diluent [4 mL ampoule], 1 pack (Lentocilin S 1200 (Portugal))

15063T BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&)
inert substance diluent [4 mL ampoule], 1 pack (Lentocilin S 1200 (Portugal))

2267H BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin tetrahydrate 1.2 million units (1016.6 mg)/
2.3 mL injection, 10 x 2.3 mL syringes (Bicillin L-A)

5027N BENZATHINE BENZYLPENICILLIN, benzathine benzylpenicillin tetrahydrate 1.2 million units (1016.6 mg)/
2.3 mL injection, 10 x 2.3 mL syringes (Bicillin L-A)

13055D  INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC)

13060J INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC)

13061K  INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC)

13072B  INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC)

13073C  INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC)

13074D  INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC)

13789R  USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe (Stelara, Steqeyma, Wezlana)
13805N  USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe (Stelara, Steqeyma, Wezlana)
14907N  USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe (Steqeyma, Wezlana)

Alteration — Restriction
12340L ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz,
Yuflyma)

12380N  ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma)

12381P  ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz,
Yuflyma)

12397L  ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma)
12405X  ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma)

12446C  ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz,
Yuflyma)

13220T ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Hyrimoz, Yuflyma)
13230H ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Hyrimoz, Yuflyma)
8963R ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz)
8964T ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz)

8965W ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima,
Hyrimoz)

8966X ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima,
Hyrimoz)

12331B  ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz)
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12353E  ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima,
Hyrimoz)

12367X  ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz)

12386X  ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima,
Hyrimoz)

12360M  ADALIMUMAB, adalimumab 80 mg/0.8 mL injection, 0.8 mL pen device (Humira, Hyrimoz, Yuflyma)
12393G  ADALIMUMAB, adalimumab 80 mg/0.8 mL injection, 0.8 mL syringe (Humira, Yuflyma)
13268H  ASCIMINIB, asciminib 20 mg tablet, 60 (Scemblix)

13259W  ASCIMINIB, asciminib 40 mg tablet, 60 (Scemblix)

13260X  ASCIMINIB, asciminib 40 mg tablet, 60 (Scemblix)

13353T ENZALUTAMIDE, enzalutamide 40 mg capsule, 112 (Xtand)

13055D  INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC)

13060J INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC)

13061K  INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC)

13072B  INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC)

13073C  INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC)

13074D  INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC)

13241X  RUXOLITINIB, ruxolitinib 5 mg tablet, 56 (Jakavi)

14990Y  RUXOLITINIB, ruxolitinib 5 mg tablet, 56 (Jakavi)

13235N  RUXOLITINIB, ruxolitinib 10 mg tablet, 56 (Jakavi)

14991B  RUXOLITINIB, ruxolitinib 10 mg tablet, 56 (Jakavi)

15014F  RUXOLITINIB, ruxolitinib 15 mg tablet, 56 (Jakavi)

15002N  RUXOLITINIB, ruxolitinib 20 mg tablet, 56 (Jakavi)

13789R  USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe (Stelara, Steqeyma, Wezlana)
13805N  USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe (Stelara, Steqeyma, Wezlana)
14907N  USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe (Steqeyma, Wezlana)

Alteration — Restriction Level

From To

8201P AZITHROMYCIN azithromycin 200 mg/5 mL powder for oral liquid, 15 mL (Zithromax) restricted unrestricted
8336R AZITHROMYCIN azithromycin 500 mg tablet, 2 (APO-Azithromycin, Azithromycin restricted unrestricted

Sandoz, Azithromycin Viatris, AZITHROMYCIN-WGR, ZITHRO, Zithromax)

Alteration — Manufacturer Code
From To

5465P Nicabate P — NICOTINE, nicotine 21 mg/24 hours patch, 28 GJ Rz
9180E Januvia — SITAGLIPTIN, sitagliptin 25 mg tablet, 28 XwW MK
14021Y  Januvia — SITAGLIPTIN, sitagliptin 25 mg tablet, 28 XW MK
9181F Januvia — SITAGLIPTIN, sitagliptin 50 mg tablet, 28 XwW MK
14058X  Januvia — SITAGLIPTIN, sitagliptin 50 mg tablet, 28 XW MK
9182G Januvia — SITAGLIPTIN, sitagliptin 100 mg tablet, 28 XW MK
13871C  Januvia — SITAGLIPTIN, sitagliptin 100 mg tablet, 28 XW MK
9449H Janumet — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 500 mg XwW MK

tablet, 56
13994M  Janumet — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 500 mg XwW MK

tablet, 56

9450J Janumet — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 850 mg XwW MK
tablet, 56




From To
14064F  Janumet — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 850 mg XwW MK
tablet, 56

10090C  Janumet XR — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 1 g XwW MK
modified release tablet, 56

13990H  Janumet XR — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 1 g XwW MK
modified release tablet, 56

9451K Janumet — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 1 g XwW MK
tablet, 56

14035Q  Janumet — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 1 g XwW MK
tablet, 56

10089B  Janumet XR — SITAGLIPTIN + METFORMIN, sitagliptin 100 mg + metformin hydrochloride 1g ~ XW MK
modified release tablet, 28

14031L  Janumet XR — SITAGLIPTIN + METFORMIN, sitagliptin 100 mg + metformin hydrochloride 1g ~ XW MK
modified release tablet, 28

14877B  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
14879D  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
14890Q Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
14891R  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
14892T  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
14898D  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
14899E  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
14908P  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
14909Q Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
14916C  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
14933Y  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
14944M  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL syringe AN TN
9304Q Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
9305R Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
10767Q  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
10774C  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
11178H  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
12662K  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
12664M  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
12669T Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
15368W  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
15390B Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
15397J Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
15400M  Wezlana — USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial AN TN
13261Y  Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
13273N  Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
13789R  Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
13805N  Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
14878C  Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
14893W  Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
14897C  Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
14907N  Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN

Schedule of Pharmaceutical Benefits — September 2026



From To

14917D  Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
14918E Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
14926N Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
14934B Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
14935C  Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN
14943L Wezlana — USTEKINUMAB, ustekinumab 90 mg/mL injection, 1 mL syringe AN TN

Alteration — Maximum Quantity

From To

8336R AZITHROMYCIN, azithromycin 500 mg tablet, 2 (APO-Azithromycin, Azithromycin Sandoz, 2 8

Azithromycin Viatris, AZITHROMYCIN-WGR, ZITHRO, Zithromax)
Alteration — Number of Repeats
From To

8336R AZITHROMYCIN, 2 0
azithromycin 500 mg tablet, 2 (APO-Azithromycin, Azithromycin Sandoz, Azithromycin Viatris,
AZITHROMYCIN-WGR, ZITHRO, Zithromax)

14769H MOMELOTINIB, 0 5
Momelotinib 100 mg tablet, 30 (Omjjara)

14762Y MOMELOTINIB, 0 5
Momelotinib 150 mg tablet, 30 (Omjjara)

14763B MOMELOTINIB, 0 5
Momelotinib 200 mg tablet, 30 (Omjjara)

10614P  RUXOLITINIB, 0 5
ruxolitinib 5 mg tablet, 56 (Jakavi)

109134 RUXOLITINIB, 0 5
ruxolitinib 10 mg tablet, 56 (Jakavi)

10619X  RUXOLITINIB, 0 5
ruxolitinib 15 mg tablet, 56 (Jakavi)

10618W RUXOLITINIB, 0 5

ruxolitinib 20 mg tablet, 56 (Jakavi)

Supply Only
Supply Only — Period Commencing
8200N AZITHROMYCIN, azithromycin 500 mg tablet, 2 (APO-Azithromycin, Azithromycin Sandoz, Azithromycin Viatris,
AZITHROMYCIN-WGR, ZITHRO, Zithromax)

1750D PARAFFIN, paraffin 1 g/g eye ointment, 2 x 3.5 g (Poly Visc)
5522P PARAFFIN, paraffin 1 g/g eye ointment, 2 x 3.5 g (Poly Visc)
14493T  PARAFFIN, paraffin 1 g/g eye ointment, 2 x 3.5 g (Poly Visc)

Advance Notices
1 October 2026
Deletion — Item
13643C  Zinnat (UK), RQ — CEFUROXIME, cefuroxime 125 mg/5 mL powder for oral liquid, 70 mL

13653N  Zinnat (UK), RQ — CEFUROXIME, cefuroxime 125 mg/5 mL powder for oral liquid, 70 mL

Deletion — Brand
2604C NOUMED ALLOPURINOL, VO — ALLOPURINOL, allopurinol 300 mg tablet, 60

13575L NOUMED ALLOPURINOL, VO — ALLOPURINOL, allopurinol 300 mg tablet, 60

1963H Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
3446J Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
3449M Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes




9085E Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
9086F Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
9087G Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
9088H Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
9089J Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
9090K Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
9091L Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
9431J Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
11211C  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
11216H  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
11217J Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
11225T  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
13698Y  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
13707K  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
13733T  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
13751R  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
15050D  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
8389M Gabapentin APOTEX, TY — GABAPENTIN, gabapentin 800 mg tablet, 100
8655M Levetiracetam Mylan, AL — LEVETIRACETAM, levetiracetam 500 mg tablet, 60
14034P Levetiracetam Mylan, AL — LEVETIRACETAM, levetiracetam 500 mg tablet, 60

2387P METHYLPHENIDATE-TEVA XR, TB — METHYLPHENIDATE, methylphenidate hydrochloride 18 mg modified
release tablet, 30

2172H METHYLPHENIDATE-TEVA XR, TB— METHYLPHENIDATE, methylphenidate hydrochloride 27 mg modified
release tablet, 30

2388Q METHYLPHENIDATE-TEVA XR, TB — METHYLPHENIDATE, methylphenidate hydrochloride 36 mg modified
release tablet, 30

2432B METHYLPHENIDATE-TEVA XR, TB — METHYLPHENIDATE, methylphenidate hydrochloride 54 mg modified
release tablet, 30

2147B APX-Olmesartan, TY — OLMESARTAN, olmesartan medoxomil 20 mg tablet, 30
13505T  APX-Olmesartan, TY — OLMESARTAN, olmesartan medoxomil 20 mg tablet, 30
2148C APX-Olmesartan, TY — OLMESARTAN, olmesartan medoxomil 40 mg tablet, 30
13533G  APX-Olmesartan, TY — OLMESARTAN, olmesartan medoxomil 40 mg tablet, 30

2161R APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 20 mg +
hydrochlorothiazide 12.5 mg tablet, 30

13447R  APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 20 mg +
hydrochlorothiazide 12.5 mg tablet, 30

2166B APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 12.5 mg tablet, 30

13601W  APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 12.5 mg tablet, 30

2170F APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 25 mg tablet, 30

13602X  APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 25 mg tablet, 30

1 November 2026
Deletion — Item
13110B Copaxone, TB — GLATIRAMER ACETATE, glatiramer acetate 40 mg/mL injection, 12 x 1 mL pen devices
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Deletion — Brand
8720Y ARIPIPRAZOLE-WGR, WG — ARIPIPRAZOLE, aripiprazole 30 mg tablet, 30

9344T Lecteva, TB — LEVODOPA + CARBIDOPA + ENTACAPONE, levodopa 75 mg + carbidopa 18.75 mg +
entacapone 200 mg tablet, 100

14498C Lecteva, TB— LEVODOPA + CARBIDOPA + ENTACAPONE, levodopa 75 mg + carbidopa 18.75 mg +
entacapone 200 mg tablet, 100

8888T Mobic, BY — MELOXICAM, meloxicam 15 mg capsule, 30

3381Y OLANZAPINE ODT-WGR, WG — OLANZAPINE, olanzapine 5 mg orally disintegrating tablet, 28
3384D OLANZAPINE ODT-WGR, WG — OLANZAPINE, olanzapine 15 mg orally disintegrating tablet, 28
12192Q  Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 2.5 mg tablet, 60

12197Y  Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 2.5 mg tablet, 60

13366L Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 2.5 mg tablet, 60

1 December 2026
Deletion — Item
1034K Bricanyl, AP — TERBUTALINE, terbutaline sulfate 500 microgram/mL injection, 5 x 1 mL ampoules

Deletion — Brand
1886G Amoxil, AS — AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL

3302T Amoxil, AS — AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL
9467G Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 10 mg tablet, 30

11633G  Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 10 mg tablet, 30

13521P  Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 10 mg tablet, 30

11856B  Sevelamer Lupin, GQ — SEVELAMER, sevelamer carbonate 800 mg tablet, 180
14027G  Sevelamer Lupin, GQ — SEVELAMER, sevelamer carbonate 800 mg tablet, 180

Palliative Care

Additions
Addition — Brand
12522C OXYCODONE NALOXONE ADVZ XR 5/2.5, BZ — OXYCODONE + NALOXONE, oxycodone hydrochloride 5 mg
+ naloxone hydrochloride 2.5 mg modified release tablet, 28

12523D OXYCODONE NALOXONE ADVZ XR 10/5, BZ — OXYCODONE + NALOXONE, oxycodone hydrochloride 10 mg
+ naloxone hydrochloride 5 mg modified release tablet, 28

12486E  OXYCODONE NALOXONE ADVZ XR 20/10, BZ— OXYCODONE + NALOXONE, oxycodone hydrochloride
20 mg + naloxone hydrochloride 10 mg modified release tablet, 28

12532N  OXYCODONE NALOXONE ADVZ XR 30/15, BZ— OXYCODONE + NALOXONE, oxycodone hydrochloride
30 mg + naloxone hydrochloride 15 mg modified release tablet, 28

12475N  OXYCODONE NALOXONE ADVZ XR 40/20, BZ — OXYCODONE + NALOXONE, oxycodone hydrochloride
40 mg + naloxone hydrochloride 20 mg modified release tablet, 28

Highly Specialised Drugs Program (Private Hospital)

Additions
Addition — Item
15508F  MEPOLIZUMAB, mepolizumab 100 mg/mL injection, 1 mL pen device (Nucala)

15515N  MEPOLIZUMAB, mepolizumab 100 mg/mL injection, 1 mL pen device (Nucala)
15509G OBINUTUZUMAB, obinutuzumab 1 g/40 mL injection, 40 mL vial (Gazyva)
15516P  OBINUTUZUMAB, obinutuzumab 1 g/40 mL injection, 40 mL vial (Gazyva)

Deletions
Deletion — Note
14679N  VEDOLIZUMAB, vedolizumab 300 mg injection, 1 vial (Entyvio)
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Alterations
Alteration — Authorised Prescriber

From To
13244C  RUXOLITINIB, ruxolitinib 5 mg tablet, 56 (Jakavi) M M,N
13231J RUXOLITINIB, ruxolitinib 10 mg tablet, 56 (Jakavi) M M,N

Alteration — Note
9674E INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Ixifi, Remicade, Remsima, Renflexis)

11432Q INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Ixifi, Remsima, Renflexis)

10880P  PASIREOTIDE EMBONATE, pasireotide (as embonate) 20 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

10884W PASIREOTIDE EMBONATE, pasireotide (as embonate) 40 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

10887B  PASIREOTIDE EMBONATE, pasireotide (as embonate) 60 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

11167R  PEGVISOMANT, pegvisomant 10 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

11172B  PEGVISOMANT, pegvisomant 15 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

11166Q PEGVISOMANT, pegvisomant 20 mg injection [1 vial] (&) inert substance diluent [1 syringe], 1 pack (Somavert)

11174D PEGVISOMANT, pegvisomant 20 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

13804M  USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial (Stelara, Steqeyma, Wezlana)

Alteration — Restriction
14189T  ANIFROLUMAB, anifrolumab 300 mg/2 mL injection, 2 mL vial (Saphnelo)

6100C AZACITIDINE, azacitidine 100 mg injection, 1 vial (Azacitidine Accord, Azacitidine Dr.Reddy's, Azacitidine Juno,
Azacitidine MSN, Azacitidine SXP)

11996J BENRALIZUMAB, benralizumab 30 mg/mL injection, 1 mL pen device (Fasenra Pen)
11997K  BENRALIZUMAB, benralizumab 30 mg/mL injection, 1 mL pen device (Fasenra Pen)
12313C  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)
12316F  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)
14962L  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices (Dupixent)
14999K  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)
12294C  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)

12310X  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)

14960J DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)

14965P  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices (Dupixent)
9674E INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Ixifi, Remicade, Remsima, Renflexis)
11432Q INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Ixifi, Remsima, Renflexis)

2798G LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

9642L LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

11036W LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

11966T LENALIDOMIDE, lenalidomide 5 mg capsule, 28 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

12058P LENALIDOMIDE, lenalidomide 5 mg capsule, 14 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)
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12071H

2796E

9643M

11063G

11969Y

12004T

12060R

9644N

11042E

11965R

12020P

12069F

14610Y
14615F
14624Q
14631C
9645P

11055W

12018M

12068E

12051G
12052H
13242Y
11531X
10110D
10956P
11840E
14904K
14919F
14921H
10122R
10968G
11864K
14923K

LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 28 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 14 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 15 mg capsule, 28 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 15 mg capsule, 14 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 14 (Lenalide)

LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)

LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 25 mg capsule, 14 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

MEPOLIZUMAB, mepolizumab 100 mg/mL injection, 1 mL pen device (Nucala)
MEPOLIZUMAB, mepolizumab 100 mg/mL injection, 1 mL pen device (Nucala)
MEPOLIZUMAB, mepolizumab 100 mg/mL injection, 1 mL pen device (Nucala)
MIDOSTAURIN, midostaurin 25 mg capsule, 112 (Rydapt)

OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Omlyclo, Xolair)
OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Omlyclo, Xolair)
OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Omlyclo, Xolair)
OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device (Xolair)
OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Omilyclo)
OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device (Xolair)
OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)
OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)
OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)
OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL pen device (Xolair)
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14927P  OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)
14928Q OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL pen device (Xolair)
14951X  OMALIZUMAB, omalizumab 300 mg/2 mL injection, 2 mL pen device (Xolair)
14953B OMALIZUMAB, omalizumab 300 mg/2 mL injection, 2 mL pen device (Xolair)

10880P  PASIREOTIDE EMBONATE, pasireotide (as embonate) 20 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

10884W PASIREOTIDE EMBONATE, pasireotide (as embonate) 40 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

10887B  PASIREOTIDE EMBONATE, pasireotide (as embonate) 60 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

11167R  PEGVISOMANT, pegvisomant 10 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

11172B  PEGVISOMANT, pegvisomant 15 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

11166Q PEGVISOMANT, pegvisomant 20 mg injection [1 vial] (&) inert substance diluent [1 syringe], 1 pack (Somavert)

11174D  PEGVISOMANT, pegvisomant 20 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

13244C  RUXOLITINIB, ruxolitinib 5 mg tablet, 56 (Jakavi)

13231J RUXOLITINIB, ruxolitinib 10 mg tablet, 56 (Jakavi)

15363N TEZEPELUMAB, Tezepelumab 210 mg/1.91 mL injection, 1.91 mL pen device (Tezspire)
15364P TEZEPELUMAB, Tezepelumab 210 mg/1.91 mL injection, 1.91 mL pen device (Tezspire)
13804M  USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial (Stelara, Steqeyma, Wezlana)
14679N  VEDOLIZUMAB, vedolizumab 300 mg injection, 1 vial (Entyvio)

Alteration — Manufacturer Code

From To
11164N  Wezlana — USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial AN TN
13255P  Wezlana — USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial AN TN
13804M  Wezlana — USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial AN TN

Supply Only
Supply Only — Period Commencing
11412P  INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Ixifi, Remicade, Remsima, Renflexis)

Advance Notices
1 October 2026
Deletion — Brand
9615C Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes

13332Q  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
2798G Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
9642L Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
11036W Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
11966T  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 28
12038N  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
12058P Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 14
12071H  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
12984J Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
13642B Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
15103X  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
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15418L
2796E
9643M
11063G
11969Y
12004T
12050F
12060R
12980E
13658W
15079P
154858
9644N
11042E
11965R
12011E
12020P
12069F
12986L
13657T
15073H
15488E
9645P
11055W
12018M
12037M
12068E
12993W
13660Y
15096M

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 28
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 14
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 28
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 15 mg capsule, 14
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 14
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, Ienalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 25 mg capsule, 21

1 December 2026

Deletion —

11838C

Brand
Sevelamer Lupin, GQ — SEVELAMER, sevelamer carbonate 800 mg tablet, 180

Highly Specialised Drugs Program (Public Hospital)

Additions
Addition — Item

15511J MEPOLIZUMAB, mepolizumab 100 mg/mL injection, 1 mL pen device (Nucala)
15525D MEPOLIZUMAB, mepolizumab 100 mg/mL injection, 1 mL pen device (Nucala)
15510H OBINUTUZUMAB, obinutuzumab 1 g/40 mL injection, 40 mL vial (Gazyva)
15526E  OBINUTUZUMAB, obinutuzumab 1 g/40 mL injection, 40 mL vial (Gazyva)
Deletions
Deletion — Note
14670D VEDOLIZUMAB, vedolizumab 300 mg injection, 1 vial (Entyvio)
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Alterations
Alteration — Authorised Prescriber

From To
13238R  RUXOLITINIB, ruxolitinib 5 mg tablet, 56 (Jakavi) M M,N
13245D RUXOLITINIB, ruxolitinib 10 mg tablet, 56 (Jakavi) M M,N

Alteration — Note
9654D INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Ixifi Remicade, Remsima, Renflexis)

11423F  INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Ixifi, Remsima, Renflexis)

10886Y PASIREOTIDE EMBONATE, pasireotide (as embonate) 20 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

10883T PASIREOTIDE EMBONATE, pasireotide (as embonate) 40 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

10882R  PASIREOTIDE EMBONATE, pasireotide (as embonate) 60 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

11179J PEGVISOMANT, pegvisomant 10 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

11173C  PEGVISOMANT, pegvisomant 15 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

11177G  PEGVISOMANT, pegvisomant 20 mg injection [1 vial] (&) inert substance diluent [1 syringe], 1 pack (Somavert)

11181L  PEGVISOMANT, pegvisomant 20 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

13781H  USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial (Stelara, Steqeyma, Wezlana)

Alteration — Restriction
14195D  ANIFROLUMAB, anifrolumab 300 mg/2 mL injection, 2 mL vial (Saphnelo)

9597D AZACITIDINE, azacitidine 100 mg injection, 1 vial (Azacitidine Accord, Azacitidine Dr.Reddy's, Azacitidine Juno,
Azacitidine MSN, Azacitidine SXP)

11994G  BENRALIZUMAB, benralizumab 30 mg/mL injection, 1 mL pen device (Fasenra Pen)
11995H BENRALIZUMAB, benralizumab 30 mg/mL injection, 1 mL pen device (Fasenra Pen)
12309W DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)
12318H DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)
14959H DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices (Dupixent)
15041P  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)
12293B  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)

12302L DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)

14964N  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices (Dupixent)
15032E  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)

9654D INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Ixifi, Remicade, Remsima, Renflexis)
11423F INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Ixifi, Remsima, Renflexis)

2799H LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

5783J LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

11029L LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

11967W LENALIDOMIDE, lenalidomide 5 mg capsule, 28 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

12034J LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)
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12035K

2802L

5784K

11064H

11968X

12061T

12070G

5785L

11062F

11964Q

12012F

12026Y

14588T
14592B
14623P
14632D
5786M

11041D

12019N

12059Q

12007Y
12064Y
13237Q
11552B
10118M
10967F
11835X
14947Q
149497
14950W
10109C
10973M
11824H
14884J

LENALIDOMIDE, lenalidomide 5 mg capsule, 14 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 28 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 10 mg capsule, 14 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 15 mg capsule, 28 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 15 mg capsule, 14 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 14 (Lenalide)

LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)

LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 25 mg capsule, 14 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Dr.Reddy's, Lenalidomide Sandoz,
Revlimid)

MEPOLIZUMAB, mepolizumab 100 mg/mL injection, 1 mL pen device (Nucala)
MEPOLIZUMAB, mepolizumab 100 mg/mL injection, 1 mL pen device (Nucala)
MEPOLIZUMAB, mepolizumab 100 mg/mL injection, 1 mL pen device (Nucala)
MIDOSTAURIN, midostaurin 25 mg capsule, 112 (Rydapt)

OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Omlyclo, Xolair)
OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Omlyclo, Xolair)
OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Omlyclo, Xolair)
OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Omilyclo)
OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device (Xolair)
OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device (Xolair)
OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)
OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)
OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)
OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL pen device (Xolair)

17



14922 OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL pen device (Xolair)
14948R  OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)
14885K  OMALIZUMAB, omalizumab 300 mg/2 mL injection, 2 mL pen device (Xolair)
14906M OMALIZUMAB, omalizumab 300 mg/2 mL injection, 2 mL pen device (Xolair)

10886Y PASIREOTIDE EMBONATE, pasireotide (as embonate) 20 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

10883T PASIREOTIDE EMBONATE, pasireotide (as embonate) 40 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

10882R  PASIREOTIDE EMBONATE, pasireotide (as embonate) 60 mg modified release injection [1 vial] (&) inert
substance diluent [2 mL syringe], 1 pack (Signifor LAR)

11179J PEGVISOMANT, pegvisomant 10 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

11173C  PEGVISOMANT, pegvisomant 15 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

11177G  PEGVISOMANT, pegvisomant 20 mg injection [1 vial] (&) inert substance diluent [1 syringe], 1 pack (Somavert)

11181L  PEGVISOMANT, pegvisomant 20 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
(Somavert)

13238R  RUXOLITINIB, ruxolitinib 5 mg tablet, 56 (Jakavi)

13245D  RUXOLITINIB, ruxolitinib 10 mg tablet, 56 (Jakavi)

15403Q TEZEPELUMAB, Tezepelumab 210 mg/1.91 mL injection, 1.91 mL pen device (Tezspire)
15413F TEZEPELUMAB, Tezepelumab 210 mg/1.91 mL injection, 1.91 mL pen device (Tezspire)
13781H  USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial (Stelara, Steqeyma, Wezlana)
14670D  VEDOLIZUMAB, vedolizumab 300 mg injection, 1 vial (Entyvio)

Alteration — Manufacturer Code

From To
11182M  Wezlana — USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial AN TN
13272M  Wezlana — USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial AN TN
13781H Wezlana — USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial AN TN

Supply Only
Supply Only — Period Commencing
11424G  INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Ixifi, Remicade, Remsima, Renflexis)

Advance Notices
1 October 2026
Deletion — Brand
5733R Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes

13308K  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
2799H Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
5783J Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
11029L  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
11967W  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 28
12034J Lenalidomide Dr.Reddy's, RI — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
12035K  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 14
12039P Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
12985K  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
13636Q Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
15106C  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
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15487D
2802L
5784K
11064H
11968X
12057N
12061T
12070G
12988N
13661B
15067B
15451F
5785L
11062F
11964Q
12012F
12026Y
12062W
12991R
13641Y
15078N
15452G
5786M
11041D
12019N
12036L
12059Q
12979D
13630J
15104Y

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 28
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 10 mg capsule, 14
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 28
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 14
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, R - LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 14
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, Ienalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl - LENALIDOMIDE, lenalidomide 25 mg capsule, 21

1 December 2026
Deletion — Brand

11855Y

Sevelamer Lupin, GQ — SEVELAMER, sevelamer carbonate 800 mg tablet, 180

Highly Specialised Drugs Program (Community Access)

Deletions
Deletion — Brand

10311Q

Lamivudine Alphapharm, AF — LAMIVUDINE, lamivudine 300 mg tablet, 30
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Prescriber Bag

*BENZATHINE BENZYLPENICILLIN
Note Pharmaceutical benefits that have the brand Lentocilin S 1200 (Portugal), or the brand Benzylpenicillin benzathine
(Brancaster Pharma, UK), or the brand Benzetacil (Spain) may be substituted for pharmaceutical benefits that have the
brand Bicillin L-A in case of shortage.
Note The listing is intended to provide treatment for syphilis in Aboriginal and Torres Strait Islander patients in non-remote areas.

benzathine benzylpenicillin 1.2 million units powder for injection, 1 vial
15406W Max.Qty Packs DPMQ $ Brand Name and Manufacturer
(NP MW 10.00 *490.44 @ Benzylpenicillin benzathine (Brancaster Pharma,
UK) [QY]
benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&) inert substance diluent [4 mL
ampoule], 1 pack
15053G Max.Qty Packs DPMQ $ Brand Name and Manufacturer
(NP MW 10.00 *490.44 @ Lentocilin S 1200 (Portugal) [NG]

benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&) inert substance diluent [4 mL
ampoule], 1 pack

15512K Max.Qty Packs DPMQ $ Brand Name and Manufacturer

(NP MW 10.00 *767.24 @ Benzetacil (Spain) [KQ]

benzathine benzylpenicillin tetrahydrate 1.2 million units (1016.6 mg)/2.3 mL injection, 10 x 2.3 mL syringes
11755Q Max.Qty Packs DPMQ $ Brand Name and Manufacturer
[NP]MW] 1.00 327.06 @ Bicillin L-A [PF]
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General Pharmaceutical Benefits

*ADALIMUMAB
Note TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.
Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

¢ the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.
Note For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:
(i) Discharge
e 0 -no discharge
e 1 - minimal mucous discharge
e 2 - moderate mucous discharge or purulent discharge
e 3 - substantial discharge
e 4 - gross faecal soiling
(ii) Pain
e 0-nopain
e 1 -mild discomfort
e 2 - moderate discomfort
e 3 - marked discomfort
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e 4 -severe pain

(iii) Degree of induration

e 0 -no induration

e 1 -minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority Required (STREAMLINED)

19174

Complex refractory Fistulising Crohn disease

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised targeted therapy treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND

o Patient must not receive more than 24 weeks of treatment under this restriction per authority application.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

An adequate response is defined as:

(a) a decrease from baseline in the number of open draining fistulae of greater than or equal to 50%; and/or

(b) a marked reduction in drainage of all fistula(e) from baseline, together with less pain and induration as reported by the

patient.

If a patient does not demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity

resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

The measurement of response to the prior course of therapy must be documented in the patient's medical notes.

Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to

sustain a response.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-

subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the

Initial 1 treatment restriction.

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
13230H Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer

1 5 0.00 49579 2500 @ Hadlima [RF] @ Hyrimoz [SZ]
2 Yuflyma [EW]

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices

12353E Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 49579  25.00 @ Abrilada [PF] a Amgevita [XT]
2 Hadlima [RF] @ Hyrimoz [SZ]

*ADALIMUMAB

Note TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.

Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
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have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

¢ the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no

longer than 4 weeks following cessation of the most recent treatment.
Note For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -no discharge

e 1 -minimal mucous discharge

e 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-no pain

e 1 - mild discomfort

e 2 - moderate discomfort

¢ 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0-no induration

¢ 1 - minimal induration

e 2 - moderate induration

o 3 - substantial induration

e 4 - gross fluctuance/abscess

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority Required (STREAMLINED)
19174

Complex refractory Fistulising Crohn disease
Treatment Phase: Continuing treatment
Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised targeted therapy treatment for this
condition, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND
o Patient must not receive more than 24 weeks of treatment under this restriction per authority application.
Treatment criteria:

e Must be treated by a gastroenterologist; OR

o Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

o Must be treated by a consultant physician [general medicine specialising in gastroenterology].

An adequate response is defined as:
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(a) a decrease from baseline in the number of open draining fistulae of greater than or equal to 50%; and/or

(b) a marked reduction in drainage of all fistula(e) from baseline, together with less pain and induration as reported by the
patient.

If a patient does not demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

The measurement of response to the prior course of therapy must be documented in the patient's medical notes.
Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to
sustain a response.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
13220T Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 0.00 495.79 25.00 2 Hadlima [RF] @ Hyrimoz [SZ]
2 Yuflyma [EW]

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
12367X Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 0.00 495.79 25.00 @ Amgevita [XT] @ Hadlima [RF]
@ Hyrimoz [SZ]

*ADALIMUMAB
Note TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

Note

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.

Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -no discharge

e 1 - minimal mucous discharge
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e 2 - moderate mucous discharge or purulent discharge
¢ 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-nopain

e 1 -mild discomfort

e 2 - moderate discomfort

e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0 -noinduration

e 1 -minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised targeted therapy treatment for this
condition, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND

o Patient must not receive more than 24 weeks of treatment under this restriction per authority application.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

o Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and

the date of assessment of the patient's condition must be provided by the prescriber at the time of application and

documented in the patient's medical records.

An adequate response is defined as:

(a) a decrease from baseline in the number of open draining fistulae of greater than or equal to 50%; and/or

(b) a marked reduction in drainage of all fistula(e) from baseline, together with less pain and induration as reported by the

patient.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to

treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as treatment failure.

Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to

sustain a response.

Where fewer than 5 repeats are requested at the time of the application, authority approvals for sufficient repeats to
complete a maximum of 24 weeks of treatment with this drug may be requested through the balance of supply restriction.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease
Treatment Phase: Balance of supply
Clinical criteria:

o Patient must have received insufficient treatment with this drug for this condition under the Continuing treatment
restriction, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restriction.
Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

o Must be treated by a consultant physician [general medicine specialising in gastroenterology].
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adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes

12405X Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 495.79 25.00 2 Hadlima [RF] @ Humira [VE]
@ Hyrimoz [SZ] @ Yuflyma [EW]
adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
8964T Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 495.79 25.00 2 Amgevita [XT] @ Hadlima [RF]

@ Hyrimoz [SZ]

*ADALIMUMAB

Note

Note

TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.
Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:
(i) Discharge

e 0 -nodischarge

¢ 1 - minimal mucous discharge

e 2 - moderate mucous discharge or purulent discharge

¢ 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-no pain

e 1 -mild discomfort

e 2 - moderate discomfort

e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0 -noinduration
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¢ 1 - minimal induration
e 2 - moderate induration
¢ 3 - substantial induration
e 4 - gross fluctuance/abscess

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority Required
Complex refractory Fistulising Crohn disease

Treatment Phase: Continuing treatment

Clinical criteria:

« Patient must have received this drug as their most recent course of PBS-subsidised targeted therapy treatment for this
condition, AND

e Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND

¢ Patient must not receive more than 24 weeks of treatment under this restriction per authority application.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

o Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and

the date of assessment of the patient's condition must be provided by the prescriber at the time of application and

documented in the patient's medical records.

An adequate response is defined as:

(a) a decrease from baseline in the number of open draining fistulae of greater than or equal to 50%; and/or

(b) a marked reduction in drainage of all fistula(e) from baseline, together with less pain and induration as reported by the

patient.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to

treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as treatment failure.

Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to

sustain a response.

Where fewer than 5 repeats are requested at the time of the application, authority approvals for sufficient repeats to
complete a maximum of 24 weeks of treatment with this drug may be requested through the balance of supply restriction.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease
Treatment Phase: Balance of supply
Clinical criteria:

o Patient must have received insufficient treatment with this drug for this condition under the Continuing treatment
restriction, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restriction.
Treatment criteria:
e Must be treated by a gastroenterologist; OR
e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR
o Must be treated by a consultant physician [general medicine specialising in gastroenterology].
adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices

12446C Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 495.79 25.00 2 Hadlima [RF] @ Humira [VE]
@ Hyrimoz [SZ] @ Yuflyma [EW]
adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices
8966X Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 495.79 25.00 2 Abrilada [PF] @ Amgevita [XT]
@ Hadlima [RF] @ Hyrimoz [SZ]

*ADALIMUMAB
Note TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE
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Note

Note

Note

Note

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.
Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

Biosimilar prescribing policy

Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for targeted therapies, allowing the Government to reinvest in new treatments. Further information
can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -nodischarge

¢ 1 - minimal mucous discharge

e 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-no pain

e 1 - mild discomfort

e 2 - moderate discomfort

e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0 -noinduration

e 1 -minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).
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Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 1 (new patient or recommencement of treatment after a break in targeted therapy of more than 12

months)

Clinical criteria:

o Patient must have confirmed Crohn disease, defined by standard clinical, endoscopic and/or imaging features, including
histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND

e Patient must have an externally draining enterocutaneous or rectovaginal fistula, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

¢ Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

o Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and the date

of assessment of the patient's condition must be provided by the prescriber at the time of application and documented in the

patient's medical records.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to

treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as treatment failure.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

Where fewer than 2 repeats are requested at the time of the application, authority approvals for sufficient repeats to

complete a maximum of 16 weeks of treatment with adalimumab may be requested under the balance of supply restriction.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-

subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the

Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 2 (change or recommencement of treatment after a break in targeted therapy of less than 12

months)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a targeted therapy for this condition in this treatment
cycle; OR

e Patient must have been eligible for prior PBS-subsidised treatment with a targeted therapy for this condition in this
treatment cycle, AND

o Patient must have either: (i) not previously received this drug for this condition in the current treatment cycle, (ii)
previously received this drug and demonstrated/maintained an adequate clinical response, AND

o Patient must not receive more than 16 weeks of treatment under this restriction per authority application.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to

treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as treatment failure.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and

the date of assessment of the patient's condition; and

(b) details of the most recent targeted therapy in the current treatment cycle, including the date and duration of treatment.

If a patient was eligible for prior PBS-subsidised treatment with a targeted therapy for this condition but did not receive PBS-

subsidised treatment at the time, the application must provide a declaration that the patient met all 'Initial 1' eligibility

requirements when targeted therapy treatment commenced. The application must also provide details of the baseline scores

of the prior eligibility requirements, including the number of externally draining complex fistulae, fistula symptom grading

scores (discharge/pain/induration) and the date of assessment.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-

subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the

Initial 1 treatment restriction.

Where fewer than 2 repeats are requested at the time of the application, authority approvals for sufficient repeats to

complete a maximum of 16 weeks of treatment with adalimumab may be requested under the balance of supply restriction.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.
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adalimumab 80 mg/0.8 mL injection, 0.8 mL pen device
12360M Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer

3 0 0.00 *2042.73  25.00 @ Humira [VE] 2 Hyrimoz [SZ]
2 Yuflyma [EW]

adalimumab 80 mg/0.8 mL injection, 0.8 mL syringe
12393G Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer

3 0 0.00 *2042.73  25.00 @ Humira [VE] 2 Yuflyma [EW]

*ADALIMUMAB

Note

Note

Note

Note

TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.

Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

Biosimilar prescribing policy

Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for targeted therapies, allowing the Government to reinvest in new treatments. Further information
can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -no discharge

¢ 1 - minimal mucous discharge

e 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-no pain

e 1 - mild discomfort

e 2 - moderate discomfort
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e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0 -noinduration

e 1 - minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 1 (new patient or recommencement of treatment after a break in targeted therapy of more than 12

months)

Clinical criteria:

o Patient must have confirmed Crohn disease, defined by standard clinical, endoscopic and/or imaging features, including
histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND

e Patient must have an externally draining enterocutaneous or rectovaginal fistula, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

o Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and the date

of assessment of the patient's condition must be provided by the prescriber at the time of application and documented in the

patient's medical records.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to

treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

Where fewer than 2 repeats are requested at the time of the application, authority approvals for sufficient repeats to
complete a maximum of 16 weeks of treatment with adalimumab may be requested under the balance of supply restriction.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 2 (change or recommencement of treatment after a break in targeted therapy of less than 12

months)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a targeted therapy for this condition in this treatment
cycle; OR

o Patient must have been eligible for prior PBS-subsidised treatment with a targeted therapy for this condition in this
treatment cycle, AND

o Patient must have either: (i) not previously received this drug for this condition in the current treatment cycle, (ii)
previously received this drug and demonstrated/maintained an adequate clinical response, AND

o Patient must not receive more than 16 weeks of treatment under this restriction per authority application.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

¢ Must be treated by a consultant physician [general medicine specialising in gastroenterology].

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to

treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and
the date of assessment of the patient's condition; and
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(b) details of the most recent targeted therapy in the current treatment cycle, including the date and duration of treatment.

If a patient was eligible for prior PBS-subsidised treatment with a targeted therapy for this condition but did not receive PBS-
subsidised treatment at the time, the application must provide a declaration that the patient met all 'Initial 1' eligibility
requirements when targeted therapy treatment commenced. The application must also provide details of the baseline scores
of the prior eligibility requirements, including the number of externally draining complex fistulae, fistula symptom grading
scores (discharge/pain/induration) and the date of assessment.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Where fewer than 2 repeats are requested at the time of the application, authority approvals for sufficient repeats to
complete a maximum of 16 weeks of treatment with adalimumab may be requested under the balance of supply restriction.
Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

Authority Required

Complex refractory Fistulising Crohn disease
Treatment Phase: Balance of supply
Clinical criteria:

o Patient must have received insufficient treatment with this drug for this condition under any relevant initial restriction
(Initial 1 or Initial 2), AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.
Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes

12380N Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
3 0 0.00 *1468.65 25.00 2 Hadlima [RF] @ Humira [VE]
@ Hyrimoz [SZ] @ Yuflyma [EW]
adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
12397L Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 495.79 25.00 2 Hadlima [RF] @ Humira [VE]
@ Hyrimoz [SZ] @ Yuflyma [EW]
adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
8963R Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 495.79 25.00 2 Amgevita [XT] @ Hadlima [RF]
@ Hyrimoz [SZ]
adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
12331B Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
3 0 0.00 *1468.65 2500 2 Amgevita [XT] 2 Hadlima [RF]
@ Hyrimoz [SZ]

«ADALIMUMAB

Note TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of '‘complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.

Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.
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Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:
Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

Note Biosimilar prescribing policy
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for targeted therapies, allowing the Government to reinvest in new treatments. Further information
can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -no discharge

e 1 - minimal mucous discharge
e 2 - moderate mucous discharge or purulent discharge
e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-no pain

e 1 - mild discomfort

e 2 - moderate discomfort

e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0 -noinduration

¢ 1 - minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 1 (new patient or recommencement of treatment after a break in targeted therapy of more than 12
months)

Clinical criteria:

o Patient must have confirmed Crohn disease, defined by standard clinical, endoscopic and/or imaging features, including
histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND

o Patient must have an externally draining enterocutaneous or rectovaginal fistula, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

o Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR
e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and the date
of assessment of the patient's condition must be provided by the prescriber at the time of application and documented in the
patient's medical records.

General Pharmaceutical Benefits 33



A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to
treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

Where fewer than 2 repeats are requested at the time of the application, authority approvals for sufficient repeats to
complete a maximum of 16 weeks of treatment with adalimumab may be requested under the balance of supply restriction.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Authority Required
Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 2 (change or recommencement of treatment after a break in targeted therapy of less than 12
months)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a targeted therapy for this condition in this treatment
cycle; OR

o Patient must have been eligible for prior PBS-subsidised treatment with a targeted therapy for this condition in this
treatment cycle, AND

o Patient must have either: (i) not previously received this drug for this condition in the current treatment cycle, (ii)
previously received this drug and demonstrated/maintained an adequate clinical response, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction per authority application.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

o Must be treated by a consultant physician [general medicine specialising in gastroenterology].

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to

treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and
the date of assessment of the patient's condition; and

(b) details of the most recent targeted therapy in the current treatment cycle, including the date and duration of treatment.

If a patient was eligible for prior PBS-subsidised treatment with a targeted therapy for this condition but did not receive PBS-
subsidised treatment at the time, the application must provide a declaration that the patient met all 'Initial 1' eligibility
requirements when targeted therapy treatment commenced. The application must also provide details of the baseline scores
of the prior eligibility requirements, including the number of externally draining complex fistulae, fistula symptom grading
scores (discharge/pain/induration) and the date of assessment.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Where fewer than 2 repeats are requested at the time of the application, authority approvals for sufficient repeats to
complete a maximum of 16 weeks of treatment with adalimumab may be requested under the balance of supply restriction.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.
Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Balance of supply

Clinical criteria:

o Patient must have received insufficient treatment with this drug for this condition under any relevant initial restriction
(Initial 1 or Initial 2), AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.
Treatment criteria:
e Must be treated by a gastroenterologist; OR
o Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR
e Must be treated by a consultant physician [general medicine specialising in gastroenterology].
adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices

12340L Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 495.79 25.00 2 Hadlima [RF] @ Humira [VE]
@ Hyrimoz [SZ] @ Yuflyma [EW]
adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
12381P Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
3 0 0.00 *1468.65 25.00 2 Hadlima [RF] @ Humira [VE]
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12381P Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer

* Hyrimoz [SZ] 2 Yuflyma [EW]
adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices
8965W Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 495.79 25.00 2 Abrilada [PF] @ Amgevita [XT]
* Hadlima [RF] @ Hyrimoz [SZ]
adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices
12386X Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
3 0 000  *1468.65 2500 ° Abrilada [PF] a Amgevita [XT]
* Hadlima [RF] @ Hyrimoz [SZ]

=ASCIMINIB
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required (STREAMLINED)

19201

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment for patients without T3151 mutation

Clinical criteria:

e The treatment must be the sole PBS-subsidised therapy for this condition, AND

o Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND

o Patient must be undergoing first continuing treatment with this drug, demonstrating either (i) a major cytogenetic
response (ii) a peripheral blood level of BCR-ABL of less than 1%; OR

e Patient must be undergoing subsequent continuing treatment with this drug, demonstrating a 12-month response of
either (i) a major cytogenetic response (ii) a peripheral blood level of BCR-ABL of less than 1%.

Treatment criteria:

e Must be treated by a medical practitioner; OR

o Must be treated by a nurse practitioner where both of the following are occurring: (i) patient care is being shared with a
medical practitioner, (ii) the prescription continues existing therapy with this medicine.

A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on
the international scale [see Note explaining requirements] must be documented in the patient's medical records.

asciminib 20 mg tablet, 60
13268H Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
(NP] 1 5 0.00 6265.11 25.00 Scemblix [NV]

asciminib 40 mg tablet, 60
13259W Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
(NP] 1 5 0.00 6265.11 25.00 Scemblix [NV]

*ASCIMINIB

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required
Chronic Myeloid Leukaemia (CML)
Treatment Phase: Initial PBS-subsidised treatment for patients with T315I mutation
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Note

Clinical criteria:

e The condition must not be in the blast phase, AND

e The treatment must be the sole PBS-subsidised therapy for this condition, AND

o Patient must be expressing the T315] mutation confirmed through a bone marrow biopsy pathology report, AND

e The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR), AND

o Patient must have failed an adequate trial of at least one tyrosine kinase inhibitor as confirmed through a pathology
report from an Approved Pathology Authority; OR

o Patient must have experienced intolerance, not failure to respond, to at least one tyrosine kinase inhibitor as confirmed
through a pathology report from an Approved Pathology Authority.

Treatment criteria:

o Must be treated by a medical practitioner.

Failure of an adequate trial of a tyrosine kinase inhibitor is defined as:

1. Lack of response defined as either:

(i) failure to achieve a haematological response after a minimum of 3 months therapy; or

(ii) failure to achieve any cytogenetic response after a minimum of 6 months therapy as demonstrated on bone marrow

biopsy by presence of greater than 95% Philadelphia chromosome positive (Ph+) cells; or

(iii) failure to achieve or maintain a major cytogenetic response or a peripheral blood BCR-ABL level of less than 1% after a

minimum of 12 months therapy; OR

2. Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph+

cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy; OR

3. Loss of a previously demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing

consecutively in value by at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing

tyrosine kinase inhibitor (TKI) therapy; OR

4. Development of accelerated phase in a patient previously prescribed a TKI inhibitor for any phase of chronic myeloid

leukaemia; OR

5. Disease progression (defined as a greater than or equal to 50% increase in peripheral white blood cell count, blast count,

basophils or platelets) during TKI therapy in patients with accelerated phase chronic myeloid leukaemia.

Accelerated phase is defined by the presence of 1 or more of the following:

1. Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 15% but less than 30%; or

2. Percentage of blasts plus promyelocytes in the peripheral blood or bone marrow greater than or equal to 30%, provided

that blast count is less than 30%; or

3. Peripheral basophils greater than or equal to 20%; or

4. Progressive splenomegaly to a size greater than or equal to 10 cm below the left costal margin to be confirmed on 2

occasions at least 4 weeks apart, or a greater than or equal to 50% increase in size below the left costal margin over 4

weeks; or

5. Karyotypic evolution (chromosomal abnormalities in addition to a single Philadelphia chromosome).

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(i) details (date, unique identifying number/code or provider number) of a bone marrow biopsy pathology report

demonstrating the patient has active chronic myeloid leukaemia, either manifest as cytogenetic evidence of the Philadelphia

chromosome; or

(ii) details (date, unique identifying number/code or provider number) of a bone marrow biopsy/peripheral blood pathology

report demonstrating RT-PCR level of BCR-ABL transcript greater than 0.1% on the international scale; and

(iii) details (date, unique identifying number/code or provider number) of a bone marrow biopsy pathology report

demonstrating evidence of the T315| mutation; and

(iv) where there has been a loss of response to imatinib or dasatinib or nilotinib, details (date, unique identifying

number/code or provider number) of the confirming pathology report(s) from an Approved Pathology Authority or details of

the dates of assessment in the case of progressive splenomegaly or extramedullary involvement.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

Patients are eligible for PBS-subsidised treatment with only one of imatinib, dasatinib, nilotinib, ponatinib or asciminib at any

one time and must not be receiving concomitant interferon alfa therapy

Up to a maximum of 18 months of treatment may be authorised under this initial restriction.

Tyrosine Kinase Inhibitors (TKI) are defined as either (i) imatinib, (ii) dasatinib, (iii) nilotinib, (iv) ponatinib

Authority Required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing Treatment for patients with T315] mutation

Clinical criteria:

o Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND
e The treatment must be the sole PBS-subsidised therapy for this condition, AND
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o Patient must be undergoing first continuing treatment with this drug, demonstrating either (i) a major cytogenetic
response (ii) a peripheral blood level of BCR-ABL of less than 1%; OR

e Patient must be undergoing subsequent continuing treatment with this drug, demonstrating a 12-month response of
either (i) a major cytogenetic response (ii) a peripheral blood level of BCR-ABL of less than 1%.

Treatment criteria:

e Must be treated by a medical practitioner; OR

o Must be treated by a nurse practitioner where both of the following are occurring: (i) patient care is being shared with a
medical practitioner, (ii) the prescription continues existing therapy with this medicine.

A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on

the international scale [see Note explaining requirements] must be documented in the patient's medical records.

The continuing application for authorisation must be made via the Online PBS Authorities System (real time assessment), or

in writing via HPOS form upload or mail and must include:

(i) details (date, unique identifying number/code or provider number) of the pathology report from an Approved Pathology

Authority demonstrating a major cytogenetic response [see Note explaining definitions of response]; or

(ii) details (date, unique identifying number/code or provider number) of the pathology report from an Approved Pathology

Authority demonstrating a peripheral blood level of BCR-ABL of less than 1% on the international scale [see Note explaining

definitions of response].

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(i) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

Patients are eligible for PBS-subsidised treatment with only one of imatinib, dasatinib, nilotinib, ponatinib or asciminib at any

one time and must not be receiving concomitant interferon alfa therapy

asciminib 40 mg tablet, 60
13260X Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
[NP] 5 5 0.00 *30888.09 25.00 Scemblix [NV]

*AZITHROMYCIN

Note Authority applications for increased quantities and/or repeats (where relevant) may be made in real time using the Online
PBS Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 888 333.

azithromycin 200 mg/5 mL powder for oral liquid, 15 mL
8201P Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
(NP 1 0 0.00 2068 2500  Zithromax [PF]

*AZITHROMYCIN

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.

azithromycin 500 mg tablet, 2

8336R Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
NP VW] 4 0 0.00 *31.24 2500 ° APO-Azithromycin [TX] 2 Azithromycin Sandoz [SZ]
= Azithromycin Viatris [AL] 2 AZITHROMYCIN-WGR [WG]
* ZITHRO [RW] 2 Zithromax [PF]

=BENZATHINE BENZYLPENICILLIN
Note Pharmaceutical benefits that have the brand Lentocilin S 1200 (Portugal), or the brand Benzylpenicillin benzathine
(Brancaster Pharma, UK), or the brand Benzetacil (Spain) may be substituted for pharmaceutical benefits that have the
brand Bicillin L-A in case of shortage.

benzathine benzylpenicillin 1.2 million units powder for injection, 1 vial
15365Q Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

(NP MW 10 0 0.00 *490.44 25.00 2 Benzylpenicillin benzathine
(Brancaster Pharma, UK)
[Qv]

benzathine benzylpenicillin 1.2 million units powder for injection, 1 vial
15389Y Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

(DP] 10 0 0.00 *490.44 25.00 @ Benzylpenicillin benzathine
(Brancaster Pharma, UK)
[Qy]
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benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&) inert substance diluent [4 mL
ampoule], 1 pack

15058M Max.Qty Packs  No. of Rpts Premium $
PNPIMW] 10 0 0.00

DPMQ $

MRVSN $

Brand Name and Manufacturer

*490.44

25.00

@ Lentocilin S 1200 (Portugal)
ING]

benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&) inert substance diluent [4 mL
ampoule], 1 pack

15063T Max.Qty Packs No. of Rpts Premium $

DPMQ $

MRVSN $

Brand Name and Manufacturer

(D) 10 0 0.00

*490.44

25.00

@ Lentocilin S 1200 (Portugal)
NG]

benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&) inert substance diluent [4 mL
ampoule], 1 pack

15506D Max.Qty Packs  No. of Rpts Premium $

DPMQ $

MRVSN $

Brand Name and Manufacturer

(D) 10 0 0.00

*767.24

25.00

2 Benzetacil (Spain) [KQ]

benzathine benzylpenicillin 1.2 million units powder for injection [1 vial] (&) inert substance diluent [4 mL
ampoule], 1 pack

15527F Max.Qty Packs  No. of Rpts Premium $
(NPIMW] 10 0 0.00

benzathine benzylpenicillin tetrahydrate 1.2 million units (1016.6 mg)/2.3 mL injection, 10 x 2.3 mL syringes
2267H Max.Qty Packs No. of Rpts Premium $

[NPIMW] 1 0 0.00
benzathine benzylpenicillin tetrahydrate 1.2 million units (1016.6 mg)/2.3 mL injection, 10 x 2.3 mL syringes

DPMQ $

MRVSN $

Brand Name and Manufacturer

*767.24

25.00

@ Benzetacil (Spain) [KQ]

DPMQ $

MRVSN $

Brand Name and Manufacturer

327.06

25.00

@ Bicillin L-A [PF]

5027N Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
(DP] 1 0 0.00 327.06 25.00 2 Bicillin L-A [PF]
=DAPSONE

Note Pharmaceutical benefits that have the brand Dapsone Tablets, USP 25 mg (Rising Pharmaceuticals, USA) may be
substituted for pharmaceutical benefits that have the brand Link Medical Products Pty Ltd in case of shortage.

dapsone 25 mg tablet, 100

8801F Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
(NP] 1 1 0.00 319.77 25.00 2 Link Medical Products Pty Ltd
[LM]
dapsone 25 mg tablet, 100
15517Q Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
(NP] 1 1 0.00 297.93 25.00 2 Dapsone Tablets, USP 25 mg

(Rising Pharmaceuticals,
USA) [LM]

*DISOPYRAMIDE

Note Pharmaceutical benefits that have the form disopyramide 100 mg capsule in a pack size of 84 can be substituted for a pack

size of 100 in the case of a shortage.

Restricted benefit

For prescribing by certain health practitioners

Treatment criteria:

e Must be treated by a health practitioner who is any of: (i) a medical practitioner, (ii) an authorised PBS prescriber who is
not a medical practitioner, but who is: (a) sharing care of the patient with at least one medical practitioner; (b) intending to
share care of the patient with a medical practitioner.

disopyramide 100 mg capsule, 100

15521X Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
[NP] 1 5 0.00 83.72 25.00 2@ Rythmodan (Japan) [OJ]
=ENZALUTAMIDE

Note Care must be taken to comply with the provisions of State/Territory law when prescribing this drug.

Note Where the term 'novel hormonal drug' appears in this restriction, it refers to: (i) abiraterone, (ii) abiraterone and
methylprednisolone, (iii) abiraterone and prednisolone, (iv) apalutamide, (v) darolutamide, (vi) enzalutamide.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

38

Schedule of Pharmaceutical Benefits — September 2026



Authority Required

Hormone sensitive carcinoma of the prostate

Clinical criteria:

e The treatment must be for metastatic disease initiated within 6 months of treatment initiation with androgen deprivation
therapy unless contraindicated to androgen deprivation therapy; OR

e The treatment must be for non-metastatic disease where a baseline PSA doubling time (PSADT) of 9 months or less was
observed, and the patient has undergone: (i) radical prostatectomy, (ii) radiation therapy, (iii) neither of the above as both
therapies were contraindicated, AND

e Patient must not receive PBS-subsidised treatment with this drug if progressive disease develops while on this drug,
AND

e Patient must only receive subsidy for one novel hormonal drug per lifetime for prostate cancer (i.e. subsidy cannot occur
across different treatment settings); OR

o Patient must only receive subsidy for a subsequent novel hormonal drug where there has been a severe intolerance to
another novel hormonal drug leading to permanent treatment cessation, AND

¢ Patient must be undergoing concurrent androgen deprivation therapy unless contraindicated.

Treatment criteria:

e Must be treated by a medical practitioner; OR

o Must be treated by a nurse practitioner where both of the following are occurring: (i) patient care is being shared with a
medical practitioner, (ii) the prescription continues existing therapy with this medicine.

The following applies to patients who are being treated for non-metastatic disease:

(a) patients should cease treatment after 36 weeks if PSA is less than 0.2 ng/mL unless continued treatment is clinically

indicated and the patient remains free of metastases;

(b) patients who ceased treatment after meeting the suspension criteria (PSA less than 0.2 ng/mL after 36 weeks) should

resume treatment if PSA levels increase to greater than or equal to 2.0 ng/mL for patients who had undergone radical

prostatectomy, or greater than or equal to 5.0 ng/mL for those without prior prostatectomy, provided there is no evidence of

metastatic disease.

enzalutamide 40 mg capsule, 112
13353T Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

[NP] 1 5 0.00 3346.00 25.00 Xtandi [LL]

*ESTRADIOL

Note Estradiol should be used in conjunction with progestogen in women with an intact uterus.
Note Pharmaceutical benefits that have the brand Estradot 25 may be substituted for pharmaceutical benefits that have the brand
Dermestril 25 (ltaly) in case of shortage.

estradiol 25 microgram/24 hours patch, 8
8761D Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

[NP] | 5 0.00 31.35 25.00 @ Estradot 25 [SZ]

estradiol 25 microgram/24 hours patch, 8
15524C Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

(NP) 11 5 0.00 90.00  25.00 @ Dermestril 25 (Italy) [KQ]

*ESTRADIOL

Note Estradiol should be used in conjunction with progestogen in women with an intact uterus.
Note Pharmaceutical benefits that have the brand Estradot 50 may be substituted for pharmaceutical benefits that have the brand
Dermestril 50 (ltaly) in case of shortage.

estradiol 50 microgram/24 hours patch, 8
8763F Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
[NP] 11 5 0.00 30.53 25.00 @ Estradot 50 [SZ]

estradiol 50 microgram/24 hours patch, 8
15507E Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
[NP] 11 5 0.00 103.37 25.00 2@ Dermestril 50 (ltaly) [KQ]

=INFLIXIMAB
Note TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.
A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.
Treatment cycle:
A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
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Note

Note
Note

cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or

e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

No increase in the maximum quantity or number of units may be authorised.

Authority applications for increased repeats may be approved by Services Australia to provide sufficient doses for the
relevant treatment phase.

Authority Required

Complex refractory Fistulising Crohn disease
Treatment Phase: Balance of supply
Clinical criteria:

o Patient must have received insufficient therapy with this drug under the Initial treatment with subcutaneous form to
complete 14 to 16 weeks initial treatment (intravenous and subcutaneous inclusive), AND

e The treatment must provide no more than the balance of doses up to 14 to 16 weeks therapy available under Initial
treatment.

Population criteria:

o Patient must be at least 18 years of age.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR
e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

infliximab 120 mg/mL injection, 1 mL pen device
13061K Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

2 0 0.00 *562.18 25.00 Remsima SC [EW]

infliximab 120 mg/mL injection, 1 mL syringe
13074D Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

2 0 0.00 *738.30 25.00 Remsima SC [EW]

*INFLIXIMAB

Note

TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.
Treatment cycle:
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A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no

longer than 4 weeks following cessation of the most recent treatment.
Note For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -no discharge

e 1 - minimal mucous discharge

e 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-no pain

e 1 - mild discomfort

e 2 - moderate discomfort

¢ 3 - marked discomfort

e 4 - severe pain

(iii) Degree of induration

e 0 -no induration

e 1 -minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority Required (STREAMLINED)
19110

Complex refractory Fistulising Crohn disease
Treatment Phase: Continuing treatment
Clinical criteria:

e Patient must have received this drug (in any form) as their most recent course of PBS-subsidised targeted therapy
treatment for this condition, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND
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¢ Patient must not receive more than 24 weeks of treatment under this restriction per authority application.

Population criteria:

o Patient must be at least 18 years of age.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

An adequate response is defined as:

(a) a decrease from baseline in the number of open draining fistulae of greater than or equal to 50%; and/or

(b) a marked reduction in drainage of all fistula(e) from baseline, together with less pain and induration as reported by the
patient.

The measurement of response to the prior course of therapy must be documented in the patient's medical notes.

If a patient does not demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to
sustain a response.

infliximab 120 mg/mL injection, 1 mL pen device
13060J Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

2 5 0.00 *562.18 25.00 Remsima SC [EW]

infliximab 120 mg/mL injection, 1 mL syringe
13073C Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

2 5 0.00 *738.30 25.00 Remsima SC [EW]

*INFLIXIMAB

Note TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.

Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

¢ an alternative targeted therapy is prescribed for this indication, or

¢ the patient has previously been treated with this targeted therapy, or

e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:
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Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.
Note For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:
(i) Discharge
e 0 -nodischarge
e 1 - minimal mucous discharge
e 2 - moderate mucous discharge or purulent discharge
e 3 - substantial discharge
e 4 - gross faecal soiling
(ii) Pain
e 0-no pain
e 1 - mild discomfort
¢ 2 - moderate discomfort
e 3 - marked discomfort
e 4 -severe pain
(iii) Degree of induration
e 0 -no induration
¢ 1 - minimal induration
e 2 - moderate induration
e 3 - substantial induration
e 4 - gross fluctuance/abscess
Note Where there is already an approved authority prescription for the IV formulation, an authority application for this
subcutaneously administered form can be made under one of:
(1) The Balance of supply listing - apply under this listing if the treatment phase is yet to be completed; the following
prescription is to be under a Continuing treatment listing.
(2) A Continuing treatment listing - apply under one of these types of listings where a patient is demonstrating a response to
treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must have received treatment with the PBS-subsidised 1V formulation of this drug for this condition; OR

o Patient must have received an approved PBS authority prescription for treatment with the 1V formulation of this drug for
this condition; OR

o Patient must not have received treatment with the IV formulation of this drug, but has met the restrictions criteria as
specified in the Initial 1 or 2 for the IV formulation for this condition.

Population criteria:

o Patient must be at least 18 years of age.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The following information must be provided for patients who have not received the IV formulation as loading dose(s), but has
met the restrictions criteria as specified in the Initial 1 or 2 for the IV formulation:

i) reason for loading doses being omitted; and

ii) if applicable, baseline number of externally draining complex fistulae, fistula symptom grading scores
discharge/pain/induration) and the date of assessment of the patient's condition; and

(
(
(
(iii) if applicable, current number of externally draining complex fistulae, fistula symptom grading scores
(
(
t

discharge/pain/induration) and the date of assessment of the patient's condition; and
iv) if applicable, details of the most recent targeted therapy in the current treatment cycle, including the date and duration of
reatment.

infliximab 120 mg/mL injection, 1 mL pen device
13055D Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
2 2 0.00 *562.18 25.00 Remsima SC [EW]

infliximab 120 mg/mL injection, 1 mL syringe
13072B Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
2 2 0.00 *738.30 25.00 Remsima SC [EW]
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*RUXOLITINIB

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required (STREAMLINED)

13906

Moderate to severe chronic graft versus host disease (cGVHD)

Treatment Phase: Initial treatment

Clinical criteria:

o Patient must have received prior systemic steroid treatment for this condition, AND

o Patient must be one of the following: (i) refractory to steroid treatment, (ii) dependent on steroid treatment, (iii) intolerant
to steroid treatment, AND

e The treatment must be the sole PBS-subsidised treatment for this condition with the exception of: (i) corticosteroids, (ii)
calcineurin inhibitors.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by an oncologist with allogeneic bone marrow transplantation experience; OR

e Must be treated by a medical practitioner working under the direct supervision of one of the above mentioned specialist
types, AND

o Patient must be undergoing treatment with this drug following allogeneic haematopoietic stem cell transplantation.

The severity of cGVHD is defined by the National Institutes of Health (NIH) criteria (Jagasia et al., 2015):

(a) Moderate cGVHD: at least one organ (not lung) with a score of 2, 3 or more organs involved with a score of 1 in each
organ, or lung score of 1

(b) Severe cGVHD: at least 1 organ with a score of 3, or lung score of 2 or 3
Steroid-refractory disease is defined as:

(a) a lack of response or disease progression after administration of a minimum prednisone dose of 1 mg/kg/day for at least
1 week (or equivalent); or

(b) disease persistence without improvement despite continued treatment with prednisone at greater than 0.5 mg/kg/day or
1 mg/kg/every other day for at least 4 weeks (or equivalent).

Steroid-dependent disease is defined as an increased prednisone dose to greater than 0.25 mg/kg/day after two
unsuccessful attempts to taper the dose (or equivalent).

Steroid intolerance is defined as a patient developing an intolerance of a severity necessitating treatment withdrawal.
Details of prior steroid use should be documented in the patient's medical records.

A patient must demonstrate a response 24 weeks after initiating treatment with ruxolitinib to be eligible for continuing
treatment.

Response is defined as attaining a complete or partial response as defined by the National Institutes of Health (NIH) criteria

(Lee et al., 2015). Note that response is relative to the assessment of organ function affected by cGVHD prior to

commencing initial treatment with ruxolitinib.

(a) complete response is defined as complete resolution of all signs and symptoms of cGVHD in all evaluable organs

without initiation or addition of new systemic therapy.

(b) partial response is defined as an improvement in at least one organ (e.g. improvement of 1 or more points on a 4-to-7-

point scale, or an improvement of 2 or more points on a 10-to-12-point scale) without progression in other organs or sites,

initiation or addition of new systemic therapies.

The assessment of response must be documented in the patient's medical records.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

Authority Required (STREAMLINED)

19191

Moderate to severe chronic graft versus host disease (cGVHD)

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND

o Patient must have responding disease at 24 weeks compared with baseline, demonstrated by either a: (i) partial
response, (ii) complete response, AND

e The treatment must be the sole PBS-subsidised treatment for this condition with the exception of: (i) corticosteroids, (ii)
calcineurin inhibitors.

Treatment criteria:

e Must be treated by a specialist medical practitioner; OR

¢ Must be treated by an authorised prescriber type (non-specialist medical practitioner, nurse practitioner) who is both: (i)
continuing existing therapy with this medicine (i.e. not initiating treatment), (ii) has agreement from the treating specialist
medical practitioner.

Response is defined as attaining a complete or partial response as defined by the National Institutes of Health (NIH) criteria
(Lee et al., 2015). Note that response is relative to the assessment of organ function affected by cGVHD prior to
commencing initial treatment with ruxolitinib.

(a) complete response is defined as complete resolution of all signs and symptoms of cGVHD in all evaluable organs
without initiation or addition of new systemic therapy.
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(b) partial response is defined as an improvement in at least one organ (e.g. improvement of 1 or more points on a 4-to-7-
point scale, or an improvement of 2 or more points on a 10-to-12-point scale) without progression in other organs or sites,
initiation or addition of new systemic therapies.

The assessment of response must be documented in the patient's medical records.

Tapering the dose of corticosteroids should be considered in patients with responding disease. Following successful
tapering of corticosteroids, tapering the dose of ruxolitinib can be initiated.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

ruxolitinib 5 mg tablet, 56
13241X Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

(NP 1 5 0.00 243374  25.00 Jakavi [NV]

ruxolitinib 10 mg tablet, 56
13235N Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

[NP) 1 5 0.00 473511  25.00 Jakavi [NV]

*RUXOLITINIB
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required
Polycythemia vera

Treatment Phase: Initial treatment
Clinical criteria:
o Patient must be resistant to hydroxycarbamide (hydroxyurea); OR
e Patient must have an intolerance to hydroxycarbamide (hydroxyurea) of a severity necessitating permanent treatment
withdrawal; OR
¢ Patient must have developed a clinically important adverse event/contraindication to hydroxycarbamide (hydroxyurea) as
defined in the TGA-approved Product Information necessitating permanent treatment withdrawal, AND
o Patient must not have previously received PBS-subsidised treatment with this drug for this condition.
Population criteria:
o Patient must be at least 18 years of age.
Treatment criteria:
o Must be treated by a medical practitioner.
Hydroxycarbamide (hydroxyurea) resistance is defined as a minimum of 12 consecutive weeks treatment at a dose of at
least 1.5 grams/day or at the maximum tolerated that still results in one of the following:
(i) the need to reduce haematocrit levels to below 45% through phlebotomy; or
(ii) a platelet count greater than 400 x 10%L and a white blood cell count greater than 10 x 10%/L
If applicable, details of prior systemic treatment with hydroxycarbamide (hydroxyurea) that caused either (i) an intolerance,
(ii) an adverse event as listed in the TGA-approved Product Information, or (iii) a contraindication as listed in the TGA-
approved Product Information necessitating permanent treatment withdrawal should be documented in the patient's medical
records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Polycythemia vera

Treatment Phase: Balance of Initial treatment - up to 48 weeks

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised treatment for this condition, AND
e Patient must not receive more than 24 weeks of treatment under this restriction.
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Note

Population criteria:

o Patient must be at least 18 years of age.
Treatment criteria:

o Must be treated by a medical practitioner.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note

Authority Required

Polycythemia vera

Treatment Phase: First continuing treatment

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised treatment for this condition, AND
¢ Patient must have achieved and maintained a response to treatment with this drug for this condition.
Population criteria:

o Patient must be at least 18 years of age.

Treatment criteria:

e Must be treated by a medical practitioner.

A response to treatment is defined as:

(i) Maintaining a haematocrit level of less than 45% without relying on phlebotomy and which was measured at least 12
weeks after the most recent phlebotomy procedure (if performed to reduce red blood cell levels); or

(ii) Ability to demonstrate or maintain a normal platelet count of less than or equal to 400 x 10%/L; or

(iii) The absence of palpable splenomegaly.

The following must be documented in the patient's medical records:

(a) details (dates, unique identifying number/code, or provider number) of the pathology report confirming the patient has
achieved and maintained a response within 48 weeks of treatment initiation; or

(b) confirmation that the patient does not have palpable splenomegaly.

Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note

Authority Required

Polycythemia vera

Treatment Phase: Subsequent continuing treatment
Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, AND

o Patient must have achieved and maintained a response to treatment with this drug for this condition.
Population criteria:

o Patient must be at least 18 years of age.

Treatment criteria:

e Must be treated by a medical practitioner; OR

e Must be treated by a nurse practitioner where both of the following are occurring: (i) patient care is being shared with a
medical practitioner, (ii) the prescription continues existing therapy with this medicine.

Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation

8 a.m. to 5 p.m. Monday to Friday).

ruxolitinib 5 mg tablet, 56
14990Y Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 0.00 243374 2500 Jakavi [NV]

ruxolitinib 10 mg tablet, 56
14991B Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

1 5 0.00 4735.11 25.00 Jakavi [NV]

ruxolitinib 15 mg tablet, 56
15014F Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

1 5 0.00 4735.11 25.00 Jakavi [NV]

ruxolitinib 20 mg tablet, 56
15002N Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

1 5 0.00 4735.11 25.00 Jakavi [NV]
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*USTEKINUMAB

Note

Note

Note

Note
Note

TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.
Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

« an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.
For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:
(i) Discharge

e 0 -nodischarge

¢ 1 - minimal mucous discharge

e 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-no pain

e 1 - mild discomfort

e 2 - moderate discomfort

¢ 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0 -noinduration

e 1 - minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

No increase in the maximum quantity or number of units may be authorised.

Authority applications for increased repeats may be approved by Services Australia to provide sufficient doses for the
relevant treatment phase.
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Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised targeted therapy treatment for this
condition, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND

e Patient must not receive more than 24 weeks of treatment under this restriction per authority application.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and

the date of assessment of the patient's condition must be provided by the prescriber at the time of application and
documented in the patient's medical records.

An adequate response is defined as:

(a) a decrease from baseline in the number of open draining fistulae of greater than or equal to 50%; and/or

(b) a marked reduction in drainage of all fistula(e) from baseline, together with less pain and induration as reported by the
patient.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to
treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

A maximum number of repeats of this drug consisting of up to 1 repeat for patients whose dosing frequency is every 12
weeks and up to 2 repeats for patients whose dosing frequency is every 8 weeks, will be authorised.

Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to
sustain a response.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

ustekinumab 90 mg/mL injection, 1 mL syringe
13789R Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer

1 1 0.00 986.28 25.00 @ Stelara [JC] @ Stegeyma [EW]
@ Wezlana [TN]

*USTEKINUMAB

Note TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of '‘complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.

Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or

e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.
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Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no

longer than 4 weeks following cessation of the most recent treatment.
Note For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -no discharge

¢ 1 - minimal mucous discharge

e 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-nopain

e 1 - mild discomfort

e 2 - moderate discomfort

¢ 3 - marked discomfort

e 4 - severe pain

(iii) Degree of induration

e 0-no induration

e 1 -minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority Required (STREAMLINED)
19174
Complex refractory Fistulising Crohn disease
Treatment Phase: Continuing treatment
Clinical criteria:
o Patient must have received this drug as their most recent course of PBS-subsidised targeted therapy treatment for this
condition, AND

e Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND
o Patient must not receive more than 24 weeks of treatment under this restriction per authority application.
Treatment criteria:
e Must be treated by a gastroenterologist; OR
e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR
e Must be treated by a consultant physician [general medicine specialising in gastroenterology].
An adequate response is defined as:
(a) a decrease from baseline in the number of open draining fistulae of greater than or equal to 50%; and/or
(b) a marked reduction in drainage of all fistula(e) from baseline, together with less pain and induration as reported by the
patient.
If a patient does not demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.
The measurement of response to the prior course of therapy must be documented in the patient's medical notes.
Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to
sustain a response.
A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

ustekinumab 90 mg/mL injection, 1 mL syringe

14907N Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer

1 2 0.00 986.28 25.00 @ Stegeyma [EW] @ Wezlana [TN]
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*USTEKINUMAB

Note

Note

Note

Note

TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.
Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

« an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

Biosimilar prescribing policy

Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for targeted therapies, allowing the Government to reinvest in new treatments. Further information
can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -no discharge

e 1 - minimal mucous discharge

e 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-no pain

e 1 - mild discomfort

e 2 - moderate discomfort

e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0-no induration

e 1 -minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess
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Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 1 (new patient or recommencement of treatment after a break in targeted therapy of more than 12

months)

Clinical criteria:

¢ Patient must have confirmed Crohn disease, defined by standard clinical, endoscopic and/or imaging features, including
histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND

o Patient must have an externally draining enterocutaneous or rectovaginal fistula, AND

e The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and the date

of assessment of the patient's condition must be provided by the prescriber at the time of application and documented in the

patient's medical records.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to

treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as treatment failure.

Where fewer than 2 doses are requested at the time of the application, authority approvals for sufficient treatment based on

the patient's weight to complete dosing at weeks 0 and 8 may be requested through the Balance of supply restriction.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-

subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the

Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 2 (change or recommencement of treatment after a break in targeted therapy of less than 12

months)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a targeted therapy for this condition in this treatment
cycle; OR

o Patient must have been eligible for prior PBS-subsidised treatment with a targeted therapy for this condition in this
treatment cycle, AND

o Patient must have either: (i) not previously received this drug for this condition in the current treatment cycle, (ii)
previously received this drug and demonstrated/maintained an adequate clinical response, AND

e The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to

treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as treatment failure.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and

the date of assessment of the patient's condition; and

(b) details of the most recent targeted therapy in the current treatment cycle, including the date and duration of treatment.

If a patient was eligible for prior PBS-subsidised treatment with a targeted therapy for this condition but did not receive PBS-

subsidised treatment at the time, the application must provide a declaration that the patient met all 'Initial 1' eligibility

requirements when targeted therapy treatment commenced. The application must also provide details of the baseline scores

of the prior eligibility requirements, including the number of externally draining complex fistulae, fistula symptom grading

scores (discharge/pain/induration) and the date of assessment.

Where fewer than 2 doses are requested at the time of the application, authority approvals for sufficient treatment based on

the patient's weight to complete dosing at weeks 0 and 8 may be requested through the Balance of supply restriction.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.
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A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease
Treatment Phase: Balance of supply
Clinical criteria:

e Patient must have received insufficient treatment with this drug for this condition under any relevant initial restriction
(Initial 1 or Initial 2), AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.
Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

ustekinumab 90 mg/mL injection, 1 mL syringe
13805N Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer

1 0 0.00 986.28 25.00 2 Stelara[JC] @ Stegeyma [EW]
2 Wezlana [TN]
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Highly Specialised Drugs Program
(Private Hospital)

*ANIFROLUMAB
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Systemic lupus erythematosus

Treatment Phase: Initial treatment

Clinical criteria:

o Patient must have a confirmed and documented diagnosis of systemic lupus erythematosus (SLE) according to the
American College of Rheumatology (ACR)/European League Against Rheumatism (EULAR) SLE Classification Criteria
2019, AND

o Patient must have persistent disease activity as supported by a SLE Disease Activity Index 2000 (SLEDAI-2K) score of at
least 10 points, AND

o Patient must be currently receiving hydroxychloroquine, with treatment received for at least 12 weeks, unless
contraindicated/intolerant necessitating treatment withdrawal, AND

o Patient must be currently receiving immunosuppressant medication, with treatment received for at least 12 weeks, with
either: (i) minimum dose of methotrexate 20 mg per week, (ii) azathioprine 100 mg per day, (iii) mycophenolate 1,000 mg
per day unless contraindicated/intolerant necessitating treatment withdrawal, AND

o Patient must be currently receiving prednisolone or equivalent of at least 7.5 mg per day, with treatment received for at
least 4 weeks, unless contraindicated/intolerant necessitating treatment withdrawal, AND

o Patient must not have either: (i) severe active lupus nephritis, (ii) severe active central nervous system systemic lupus
erythematosus, AND

¢ The treatment must not be used in combination with obinutuzumab.

Treatment criteria:

e Must be treated by a specialist physician experienced in the management of this condition.

If prednisolone or equivalent is contraindicated according to the Therapeutic Goods Administration (TGA)-approved Product

Information or cannot be tolerated of at least 7.5 mg per day, the patient must have received at least 12 weeks of continuous

treatment with each of at least 2 of the following: (i) hydroxychloroquine; (ii) methotrexate at a dose of at least 20 mg per

week; (iii) azathioprine at a dose of at least 100 mg per day; (iv) mycophenolate at a dose of at least 1,000 mg per day.

Where two of: (i) hydroxychloroquine; (ii) methotrexate at a dose of at least 20 mg per week; or (iii) azathioprine at a dose of

at least 100 mg per day; (iv) mycophenolate at a dose of at least 1,000 mg per day, are either contraindicated according to

the relevant TGA-approved Product Information or cannot be tolerated at the doses specified above in addition to having a

contraindication or intolerance to prednisolone or equivalent: at least one of the remaining tolerated therapies must be

trialled at a minimum dose as mentioned above.

If the patient has a contraindication/severe intolerance to each of: (i) prednisolone or equivalent of at least 7.5 mg per day;

(ii) hydroxychloroquine; (iii) methotrexate at a dose of at least 20 mg per week; (iv) azathioprine at a dose of at least 100 mg

per day; (v) mycophenolate at a dose of at least 1,000 mg per day; in such cases, provide details for each of the

contraindications/severe intolerances claimed in the authority application.

The authority application must be made in writing via HPOS form upload or mail and must include:

(a) details of the ACR/EULAR SLE Classification Criteria 2019 confirming diagnosis of SLE;

(b) details (date and score) of the completed SLEDAI-2K score sheet;

(c) details of current systemic therapy used (dosage, date of commencement and duration of therapy including prior

anifrolumab use);

(d) details of contraindication/intolerances to prior therapies (drug name, the degree of toxicity and dose).

All the reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).
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Note SLEDAI-2K can be accessed via Gladman 2002 J. Rheumatol. 29 (2) 288-291 or from AstraZeneca Medical Information on

1800 805 342.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Systemic lupus erythematosus

Treatment Phase: Continuing or recommencement of treatment (within 12 months of a treatment break)

Clinical criteria:

o Patient must have previously been issued with an authority prescription for this drug for this condition, AND

o Patient must be responding to treatment if they have received less than 12 months of treatment with this drug for this
condition; OR

o Patient must have attained a Lupus Low Disease Activity State (LLDAS) and maintained this state while on treatment,
AND

¢ The treatment must not be used in combination with obinutuzumab.

Treatment criteria:

e Must be treated by a specialist physician experienced in the management of this condition.

Lupus Low Disease Activity State (LLDAS) is defined as:

a) Total SLEDAI-2K of not greater than 4, with no major activity in major organ systems (renal, central nervous system

CNS), cardiopulmonary, vasculitis, fever); and

b) No new features of lupus disease activity compared with the previous assessment, and

c) Physician Global Assessment (PGA) of not greater than 1, and

d) Current prednisolone (or equivalent) dose of not greater than 7.5 mg daily, and

e) Well tolerated standard maintenance doses of anti-malarial and immunosuppressive drugs are allowed.

Where retreatment with anifrolumab after a break in PBS-subsidised treatment with anifrolumab is being sought, the date of

cessation of the previous treatment course with anifrolumab must be included in the application. Recommencement of
treatment with anifrolumab for severe SLE is within 12 months from the date that treatment was ceased.

Py

Note SLEDAI-2K can be accessed via Gladman 2002 J. Rheumatol. 29 (2) 288-291 or from AstraZeneca Medical Information on

1800 805 342.

Note PGA can be accessed via Petri 2005 N Engl J Med 353: 2550-8.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

anifrolumab 300 mg/2 mL injection, 2 mL vial
14189T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 1497.24  Saphnelo [AP]

*AZACITIDINE

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for

at least 6 months following cessation of therapy.

Authority Required

Chronic Myelomonocytic Leukaemia

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must be chronic myelomonocytic leukaemia confirmed through a bone marrow biopsy report and full blood
examination report, AND

e The condition must have 10% to 29% marrow blasts without Myeloproliferative Disorder.

The first authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(a) details (date, unique identifying number/code or provider number) of the bone marrow biopsy report from an Approved

Pathology Authority demonstrating that the patient has chronic myelomonocytic leukaemia; and

(b) details (date, unique identifying number/code or provider number) of the full blood examination report from an Approved

Pathology Authority

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and
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(i) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following reports must be documented in the patient's medical records:

(a) bone marrow biopsy report demonstrating that the patient has chronic myelomonocytic leukaemia; and
(b) full blood examination report

No more than 3 cycles will be authorised under this restriction in a patient's lifetime.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

azacitidine 100 mg injection, 1 vial

6100C Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
14 2 0.00 *222.32 2 Azacitidine Accord [OC] @ Azacitidine Dr.Reddy's [RI]
@ Azacitidine Juno [JO] @ Azacitidine MSN [JU]

2 Azacitidine SXP [XN]

*BENRALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
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to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ, please contact AstraZeneca Medical Information on 1800 805 342.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment
Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

¢ Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

¢ Patient must not receive more than 24 weeks of treatment under this restriction.
Population criteria:

o Patient must be aged 12 years or older.

An adequate response to this biological medicine is defined as:
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(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline,

OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from
baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5.

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to
the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the
prior course of treatment or the assessment of oral corticosteroid dose, should be made from 20 weeks after the first dose of
PBS-subsidised dose of this drug under this restriction so that there is adequate time for a response to be demonstrated and
for the application for continuing therapy to be processed.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. This
assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4 weeks
of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the assessment
should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless the patient is
currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will be deemed to
have failed to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the
patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine
whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to
receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.
At the time of the authority application, medical practitioners should request the appropriate number of repeats to provide for
a continuing course of this drug sufficient for up to 24 weeks of therapy.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following information must be provided at the time of application and must be documented in the patient's medical
records:

(a) if applicable, details of maintenance oral corticosteroid dose; and

(b) a completed Asthma Control Questionnaire (ACQ-5) score.

benralizumab 30 mg/mL injection, 1 mL pen device
11996J Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 2 0.00 3194.69 Fasenra Pen [AP]

=BENRALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(ii) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
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Note
Note

Note

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

For copies of the ACQ, please contact AstraZeneca Medical Information on 1800 805 342.

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle
following a break in PBS subsidised biological medicine therapy)

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

e Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
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volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

e Patient must have a duration of asthma of at least 1 year, AND

e Patient must have a blood eosinophil count of at least 300 cells per microlitre in the last 12 months; OR

o Patient must have blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the last 12 months, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for

the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless

the patient is currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will

be deemed to have failed to respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same

treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

At the time of the authority application, medical practitioners should request up to 4 repeats to provide for an initial course of

benralizumab sufficient for up to 32 weeks of therapy, at a dose of 30 mg every 4 weeks for the first three doses (weeks 0,

4, and 8) then 30 mg every eight weeks thereafter.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) if applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal

to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(d) the eosinophil count and date; and

(e) Asthma Control Questionnaire (ACQ-5) score.
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Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Authority Required
Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

e Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

« Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

o Patient must have had a blood eosinophil count of at least 300 cells per microlitre and that is no older than 12 months
immediately prior to commencing PBS-subsidised biological medicine treatment for severe asthma; OR

o Patient must have had a blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids and that is no older than 12 months immediately prior to commencing PBS-subsidised biological medicine
treatment for severe asthma, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma who wishes

to change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline

score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this

restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing
therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless
the patient is currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this drug.

At the time of the authority application, medical practitioners should request up to 4 repeats to provide for an initial course

sufficient for up to 32 weeks of therapy, based on a dose of 30 mg every 4 weeks for the first three doses (weeks 0, 4, and

8) then 30 mg every eight weeks thereafter (refer to the TGA-approved Product Information).

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the

patient has responded to prior treatment); and

(b) details (date and duration of treatment) of prior biological medicine treatment; and

(c) eosinophil count and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on

corticosteroid dose); and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

therapy).

Schedule of Pharmaceutical Benefits — September 2026



benralizumab 30 mg/mL injection, 1 mL pen device
11997K Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 4 0.00 3194.69  Fasenra Pen [AP]

*DUPILUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or

(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
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A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

For copies of the ACQ and the calculation sheets please contact Sanofi Medical Information on 1800 818 806 or
MedInfo.Australia@sanofi.com

Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

o Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to this biological medicine is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline,

OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5.

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to

the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the

prior course of treatment or the assessment of oral corticosteroid dose, should be made from 20 weeks after the first dose of

PBS-subsidised dose of this drug under this restriction so that there is adequate time for a response to be demonstrated

and, for the application for continuing therapy to be processed.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. This

assessment, which will be used to determine eligibility for continuing treatment, should be conducted within 4 weeks of the

last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the assessment should

be provided no later than 2 weeks prior to the patient completing their current treatment course, unless the patient is

currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will be deemed to

have failed to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the

patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine

whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to

receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.

A swapping between 200 mg and 300 mg strengths is not permitted as the respective strengths are PBS approved for

different patient cohorts.
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At the time of the authority application, medical practitioners should request the appropriate number of repeats to provide for
a continuing course of this drug sufficient for up to 24 weeks of therapy.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following information must be provided at the time of application and must be documented in the patient's medical
records:

(a) if applicable, details of maintenance oral corticosteroid dose; and
(b) a completed Asthma Control Questionnaire (ACQ-5) score.
dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes
12316F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 1659.10  Dupixent [SW]

dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes
12294C Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 5 0.00 1659.10  Dupixent [SW]

*DUPILUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
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However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

For copies of the ACQ and the calculation sheets please contact Sanofi Medical Information on 1800 818 806 or
MedInfo.Australia@sanofi.com

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment 1 - (New patient; or Recommencement of treatment in a new treatment cycle following a

break in PBS subsidised biological medicine therapy)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

¢ Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

e Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

o Patient must have a duration of asthma of at least 1 year, AND

o Patient must have been receiving regular maintenance oral corticosteroids (OCS) in the last 6 months with a stable daily
OCS dose of 5 to 35 mg/day of prednisolone or equivalent over the 4 weeks prior to treatment initiation, AND

o Patient must have blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the last 12 months; OR

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured in the last 12 months that has
past or current evidence of atopy, documented by either: (i) skin prick testing; (ii) an in vitro measure of specific IgE, AND
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o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes:

(i) Adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS) plus long-acting beta-2 agonist

(LABA) therapy for at least 12 months, unless contraindicated or not tolerated;

AND

(ii) treatment with oral corticosteroids as outlined in the clinical criteria.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for

the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless

the patient is currently on a treatment break.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same

treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

At the time of the authority application, medical practitioners should request up to 8 repeats to provide for an initial course of

dupilumab sufficient for up to 32 weeks of therapy, at a dose of 600 mg as an initial dose, followed by 300 mg every 2 weeks

thereafter.

A swapping between 200 mg and 300 mg strengths is not permitted as the respective strengths are PBS approved for

different patient cohorts.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal

to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(d) Asthma Control Questionnaire (ACQ-5) score; and

(e) if applicable, the eosinophil count and date; and

(f) if applicable, the IgE result and date.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).
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Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

¢ Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

¢ Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

e Patient must have had a blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids and that is no older than 12 months immediately prior to commencing PBS-subsidised biological medicine
treatment for severe asthma; OR

e Patient must have each of: (i) total serum human immunoglobulin E of at least 30 IU/mL measured no more than 12
months prior to initiating PBS-subsidised treatment with a biological medicine for severe asthma, (ii) past or current
evidence of atopy, documented by skin prick testing or an in vitro measure of specific IgE in the past 12 months or in the
12 months prior to initiating PBS-subsidised treatment with a biological medicine for severe asthma, AND

o Patient must have received regular maintenance oral corticosteroids (OCS) in the last 6 months with a stable daily OCS
dose of 5 to 35 mg/day of prednisolone or equivalent over the 4 weeks prior to treatment initiation, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma who wishes

to change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline

score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this

restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing

therapy to be processed.

This assessment at around 28 weeks, which will be used to determine eligibility for the first continuing treatment, should be

conducted within 4 weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing

treatment, the assessment should be provided no later than 2 weeks prior to the patient completing their current treatment

course, unless the patient is currently on a treatment break. Where a response assessment is not undertaken and provided,

the patient will be deemed to have failed to respond to treatment with this biological medicine.

At the time of the authority application, medical practitioners should request up to 8 repeats to provide for an initial course of

dupilumab sufficient for up to 32 weeks of therapy at a dose of 600 mg as an initial dose, followed by 300 mg every 2 weeks

thereafter.

A swapping between 200 mg and 300 mg strengths is not permitted as the respective strengths are PBS approved for

different patient cohorts.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the

patient has responded to prior treatment); and

(b) details (treatment, date of commencement, duration of therapy) of prior biological medicine treatment; and

(c) if applicable, the eosinophil count and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on

corticosteroid dose); and

(e) if applicable, the IgE result and date; and

(f) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

therapy).
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dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes
12310X Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 8 0.00 1659.10  Dupixent [SW]

*DUPILUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or

(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
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Note

Note

Note

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

For copies of the ACQ and the calculation sheets please contact Sanofi Medical Information on 1800 818 806 or
MedInfo.Australia@sanofi.com

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment 1 - (New patient; or Recommencement of treatment in a new treatment cycle following a

break in PBS subsidised biological medicine therapy)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

¢ Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

o Patient must have a duration of asthma of at least 1 year, AND

e Patient must have a blood eosinophil count of at least 300 cells per microlitre in the last 12 months; OR

o Patient must have blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the last 12 months; OR

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured in the last 12 months that has
past or current evidence of atopy, documented by either: (i) skin prick testing; (ii) an in vitro measure of specific IgE, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

o Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:
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(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a
severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral
corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.
The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,
and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of
this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for
the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4
weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the
assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless
the patient is currently on a treatment break.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same
treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

At the time of the authority application, medical practitioners should request up to 8 repeats to provide for an initial course of
dupilumab sufficient for up to 32 weeks of therapy, at a dose of 400 mg as an initial dose, followed by 200 mg every 2 weeks
thereafter.

A swapping between 200 mg and 300 mg strengths is not permitted as the respective strengths are PBS approved for
different patient cohorts.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal
to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and

(d) Asthma Control Questionnaire (ACQ-5) score; and

(e) if applicable, the eosinophil count and date; and

(f) if applicable, the IgE result and date.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

¢ Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

o Patient must have had a blood eosinophil count of at least 300 cells per microlitre and that is no older than 12 months
immediately prior to commencing PBS-subsidised biological medicine treatment for severe asthma; OR

¢ Patient must have had a blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids and that is no older than 12 months immediately prior to commencing PBS-subsidised biological medicine
treatment for severe asthma; OR
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¢ Patient must have had a total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months
prior to initiating PBS-subsidised treatment with a biological medicine for severe asthma, that has past or current
evidence of atopy, documented by either: (i) skin prick testing; (ii) an in vitro measure of specific IgE, AND

o Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma who wishes

to change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline

score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this

restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing

therapy to be processed.

This assessment at around 28 weeks, which will be used to determine eligibility for the first continuing treatment, should be

conducted within 4 weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing

treatment, the assessment should be provided no later than 2 weeks prior to the patient completing their current treatment

course, unless the patient is currently on a treatment break. Where a response assessment is not undertaken and provided,

the patient will be deemed to have failed to respond to treatment with this biological medicine.

At the time of the authority application, medical practitioners should request up to 8 repeats to provide for an initial course of

dupilumab sufficient for up to 32 weeks of therapy, at a dose of 400 mg as an initial dose, followed by 200 mg every 2 weeks

thereafter.

A swapping between 200 mg and 300 mg strengths is not permitted as the respective strengths are PBS approved for

different patient cohorts.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the

patient has responded to prior treatment); and

(b) details (treatment, date of commencement, duration of therapy) of prior biological medicine treatment; and

(c) if applicable, the eosinophil count and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on

corticosteroid dose); and

(e) if applicable, the IgE result and date; and

(f) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

therapy).

dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes
12313C Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 8 0.00 1659.10 Dupixent [SW]

*DUPILUMAB

Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED

SEVERE ALLERGIC ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
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Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsided biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:

(i) they have not received PBS-subsided treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients (Omalizumab only):

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note Pharmaceutical benefits that have the form dupilumab injection 300 mg/2 mL, 2 x 2 mL syringes and pharmaceutical
benefits that have the form dupilumab injection 300 mg/2 mL, 2 x 2 mL pen devices are equivalent for the purposes of
substitution.

Note For copies of the ACQ and the calculation sheets please contact Sanofi Medical Information on 1800 818 806 or
MedInfo.Australia@sanofi.com

Note It is recommended that an application for continuing treatment is submitted at the 28 week assessment, to ensure continuity
of treatment for those patients who meet the continuation criterion for PBS-subsidised treatment with this drug for this
condition.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
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Note
Note

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

No increase in the maximum number of repeats may be authorised.
Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle

following a break in PBS-subsidised biological medicine therapy)

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii)
severe allergic asthma; OR

e Patient must have had a break in treatment from the most recently approved PBS-subsidised biological medicine for
either: (i) severe asthma, (ii) severe allergic asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
paediatric respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) paediatrician or general physician experienced
in the management of patients with severe asthma in consultation with a respiratory physician, defined by at least one of
the following standard clinical features: (a) forced expiratory volume (FEV1) reversibility, (b) airway hyperresponsiveness,
(c) peak expiratory flow (PEF) variability, AND

o Patient must have a duration of asthma of at least 1 year, AND

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of atopy,
documented by skin prick testing or an in vitro measure of specific IgE in the last 12 months; OR

o Patient must have blood eosinophil count of at least 150 cells per microlitre in the last 12 months; OR

o Patient must have a fractional exhaled nitric oxide of at least 20 ppb in the last 12 months, AND

¢ Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

o Patient must be under the care of the same physician for at least 6 months, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Population criteria:

o Patient must be aged 6 to less than 12 years.

Optimised asthma therapy includes:

(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist

(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast,

cromoglycate or nedocromil may be used as an alternative;

AND

(ii) treatment with at least 2 courses of oral or |V corticosteroids (daily or alternate day maintenance treatment courses, or 3-

5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those

specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent

treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application.

The initial IgE assessment, blood eosinophil count or fractional exhaled nitric oxide measurement must be no more than 12

months old at the time of application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) An Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month (for children aged 6

to 10 years it is recommended that the Interviewer Administered version - the ACQ-IA be used),

AND

(b) while receiving optimised asthma therapy in the previous 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) or Asthma Control Questionnaire interviewer administered version

(ACQ-IA) assessment of the patient's response to this initial course of treatment, the assessment of oral corticosteroid dose,
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and the assessment of exacerbation rate should be made at around 28 weeks after the first dose so that there is adequate
time for a response to be demonstrated and for the application for continuing therapy to be processed.
This assessment, which will be used to determine eligibility for continuing treatment, should be submitted within 4 weeks of
the last dose of biological medicine, and no later than 2 weeks prior to the patient completing their current treatment course,
to avoid an interruption to supply. Where a response assessment is not undertaken and submitted, the patient will be
deemed to have failed to respond to treatment with this biological medicine for this condition.
A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further
PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.
A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.
At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of dupilumab of up to 32 weeks.
The authority application must be made in writing and must include:
(1) details of the proposed prescription; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
The following must be provided at the time of application and documented in the patient's medical records:
(a) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and
(b) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and
(c) the IgE, blood eosinophil or the fractional exhaled nitric oxide result and date; and
(d) Asthma Control Questionnaire (ACQ-5) score; or
(e) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)
Clinical criteria:

e Patient must have had a total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of
atopy, documented by skin prick testing or an in vitro measure of specific IgE no more than 12 months prior to initiating
PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma; OR

¢ Patient must have had a blood eosinophil count of at least 150 cells per microlitre no more than 12 months prior to
initiating PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma; OR

e Patient must have had a fractional exhaled nitric oxide of at least 20 ppb no more than 12 months prior to initiating PBS-
subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND
e Patient must be under the care of the same physician for at least 6 months, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine in this treatment cycle for either: (i)
severe asthma, (ii) severe allergic asthma, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition during
the current treatment cycle, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Population criteria:

o Patient must be aged 6 to less than 12 years.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma or severe
allergic asthma who wishes to change therapy to this biological medicine, must be accompanied by the results of an Asthma
Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A) assessment
of the patient's most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made
no more than 4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the
patient will be deemed to have failed to respond to treatment with that previous biological medicine.

An Asthma Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A)
assessment of the patient may be made at the time of application for treatment (to establish a new baseline score), but
should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this restriction
so that there is adequate time for a response to be demonstrated and for the application for the first continuing therapy to be
processed.
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This assessment at around 28 weeks, which will be used to determine eligibility for the first continuing treatment, should be
conducted within 4 weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing
treatment, the assessment should be submitted no later than 2 weeks prior to the patient completing their current treatment
course, unless the patient is currently on a treatment break. Where a response assessment is not undertaken and
submitted, the patient will be deemed to have failed to respond to treatment with this biological medicine.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further
PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of dupilumab sufficient for up to 32 weeks of therapy.
The authority application must be made in writing and must include:
(1) details of the proposed prescription; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
The following must be provided at the time of application and documented in the patient's medical records:
a) the IgE, blood eosinophil or fractional exhaled nitric oxide result and date; and
b) Asthma Control Questionnaire (ACQ-5) score; or
c) Asthma Control Questionnaire interviewer administered version (ACQ-1A) score.
d) the details of prior biological medicine treatment including the details of date and duration of treatment; and
(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior
therapy).
dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes
14960J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 3 0.00 1659.10 2 Dupixent [SW]
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dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices
14965P Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 3 0.00 1659.10 2 Dupixent [SW]

*DUPILUMAB
Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED

SEVERE ALLERGIC ASTHMA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(ii) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
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(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsided biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:

(i) they have not received PBS-subsided treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients (Omalizumab only):

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note Pharmaceutical benefits that have the form dupilumab injection 200 mg/1.14 mL, 2 x 1.14 mL syringes and pharmaceutical
benefits that have the form dupilumab injection 200 mg/1.14 mL, 2 x 1.14 mL pen devices are equivalent for the purposes of
substitution.

Note For copies of the ACQ and the calculation sheets please contact Sanofi Medical Information on 1800 818 806 or
MedInfo.Australia@sanofi.com

Note It is recommended that an application for continuing treatment is submitted at the 28 week assessment, to ensure continuity
of treatment for those patients who meet the continuation criterion for PBS-subsidised treatment with this drug for this
condition.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle
following a break in PBS-subsidised biological medicine therapy)
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Clinical criteria:

e Patient must not have received PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii)
severe allergic asthma; OR

e Patient must have had a break in treatment from the most recently approved PBS-subsidised biological medicine for
either: (i) severe asthma, (ii) severe allergic asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
paediatric respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) paediatrician or general physician experienced
in the management of patients with severe asthma in consultation with a respiratory physician, defined by at least one of
the following standard clinical features: (a) forced expiratory volume (FEV1) reversibility, (b) airway hyperresponsiveness,
(c) peak expiratory flow (PEF) variability, AND

o Patient must have a duration of asthma of at least 1 year, AND

e Patient must have total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of atopy,
documented by skin prick testing or an in vitro measure of specific IgE in the last 12 months; OR

o Patient must have blood eosinophil count of at least 150 cells per microlitre in the last 12 months; OR

o Patient must have a fractional exhaled nitric oxide of at least 20 ppb in the last 12 months, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

¢ Patient must be under the care of the same physician for at least 6 months, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Population criteria:

e Patient must be aged 6 to less than 12 years.

Optimised asthma therapy includes:

(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist

(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast,

cromoglycate or nedocromil may be used as an alternative;

AND

(ii) treatment with at least 2 courses of oral or |V corticosteroids (daily or alternate day maintenance treatment courses, or 3-

5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those

specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent

treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application.

The initial IgE assessment, blood eosinophil count or fractional exhaled nitric oxide measurement must be no more than 12

months old at the time of application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) An Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month (for children aged 6

to 10 years it is recommended that the Interviewer Administered version - the ACQ-IA be used),

AND

(b) while receiving optimised asthma therapy in the previous 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) or Asthma Control Questionnaire interviewer administered version

(ACQ-IA) assessment of the patient's response to this initial course of treatment, the assessment of oral corticosteroid dose,

and the assessment of exacerbation rate should be made at around 28 weeks after the first dose so that there is adequate

time for a response to be demonstrated and for the application for continuing therapy to be processed.

This assessment, which will be used to determine eligibility for continuing treatment, should be submitted within 4 weeks of

the last dose of biological medicine, and no later than 2 weeks prior to the patient completing their current treatment course,

to avoid an interruption to supply. Where a response assessment is not undertaken and submitted, the patient will be
deemed to have failed to respond to treatment with this biological medicine for this condition.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further

PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number

of repeats to provide for an initial course of dupilumab of up to 32 weeks.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and
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(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
The following must be provided at the time of application and documented in the patient's medical records:
(a) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and
(b) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and
(c) the IgE, blood eosinophil or the fractional exhaled nitric oxide result and date; and
(d) Asthma Control Questionnaire (ACQ-5) score; or
(e) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)
Clinical criteria:

e Patient must have had a total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of
atopy, documented by skin prick testing or an in vitro measure of specific IgE no more than 12 months prior to initiating
PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma; OR

e Patient must have had a blood eosinophil count of at least 150 cells per microlitre no more than 12 months prior to
initiating PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma; OR

o Patient must have had a fractional exhaled nitric oxide of at least 20 ppb no more than 12 months prior to initiating PBS-
subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND
o Patient must be under the care of the same physician for at least 6 months, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine in this treatment cycle for either: (i)
severe asthma, (ii) severe allergic asthma, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition during
the current treatment cycle, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Population criteria:

e Patient must be aged 6 to less than 12 years.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma or severe

allergic asthma who wishes to change therapy to this biological medicine, must be accompanied by the results of an Asthma

Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A) assessment

of the patient's most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made

no more than 4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the
patient will be deemed to have failed to respond to treatment with that previous biological medicine.

An Asthma Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A)

assessment of the patient may be made at the time of application for treatment (to establish a new baseline score), but

should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this restriction
so that there is adequate time for a response to be demonstrated and for the application for the first continuing therapy to be
processed.

This assessment at around 28 weeks, which will be used to determine eligibility for the first continuing treatment, should be

conducted within 4 weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing

treatment, the assessment should be submitted no later than 2 weeks prior to the patient completing their current treatment
course, unless the patient is currently on a treatment break. Where a response assessment is not undertaken and
submitted, the patient will be deemed to have failed to respond to treatment with this biological medicine.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further

PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number

of repeats to provide for an initial course of dupilumab sufficient for up to 32 weeks of therapy.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).
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The following must be provided at the time of application and documented in the patient's medical records:
a) the IgE, blood eosinophil or fractional exhaled nitric oxide result and date; and
b) Asthma Control Questionnaire (ACQ-5) score; or
c) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.
d) the details of prior biological medicine treatment including the details of date and duration of treatment; and
(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior
therapy).
dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices
14962L Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 7 0.00 1659.10 @ Dupixent [SW]

—_— e~~~

dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes
14999K Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 7 0.00 1659.10 * Dupixent [SW]

*INFLIXIMAB
Note TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.
Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

¢ an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:
Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.
Note For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:
(i) Discharge
e 0 -no discharge
¢ 1 - minimal mucous discharge
e 2 - moderate mucous discharge or purulent discharge
e 3 - substantial discharge
e 4 - gross faecal soiling
(ii) Pain
e 0-no pain
e 1 - mild discomfort
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e 2 - moderate discomfort

e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0 -no induration

e 1 -minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note Authority applications for increased quantities may be approved by Services Australia to provide sufficient doses for the
relevant treatment phase.
Note No increase in the maximum number of repeats may be authorised.

Authority Required (STREAMLINED)

19150

Complex refractory Fistulising Crohn disease

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received this drug (in any form) as their most recent course of PBS-subsidised targeted therapy
treatment for this condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND

¢ Patient must not receive more than 24 weeks of treatment under this restriction per authority application.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

An adequate response is defined as:

(a) a decrease from baseline in the number of open draining fistulae of greater than or equal to 50%; and/or

(b) a marked reduction in drainage of all fistula(e) from baseline, together with less pain and induration as reported by the

patient.

The measurement of response to the prior course of therapy must be documented in the patient's medical notes.

Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to

sustain a response.

If a patient does not demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity

resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

A maximum quantity to provide for each continuing course of this drug consisting of 3 doses at 5 mg per kg body weight per

dose will be authorised.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-

subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the

Initial 1 treatment restriction.

infliximab 100 mg injection, 1 vial

11432Q Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
5 2 0.00 *977.29 @ Inflectra [PF] @ Ixifi [FZ]
2 Remsima [EW] @ Renflexis [0Q]
=INFLIXIMAB

Note TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE
The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.
A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.
Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.
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Note

Note

Note

Note

Note

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

Biosimilar prescribing policy

Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for targeted therapies, allowing the Government to reinvest in new treatments. Further information
can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -no discharge

e 1 - minimal mucous discharge

e 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-no pain

e 1 - mild discomfort

e 2 - moderate discomfort

e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0-no induration

e 1 -minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority applications for increased quantities/repeats may be approved by Services Australia to provide sufficient doses for
the relevant treatment phase.

Authority Required
Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 1 (new patient or recommencement of treatment after a break in targeted therapy of more than 12
months)

Clinical criteria:

e Patient must have confirmed Crohn disease, defined by standard clinical, endoscopic and/or imaging features, including
histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND

o Patient must have an externally draining enterocutaneous or rectovaginal fistula, AND

e The treatment must not exceed a total of 3 doses to be administered at weeks 0, 2 and 6 under this restriction.
Treatment criteria:

e Must be treated by a gastroenterologist; OR

o Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].
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The number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and the date
of assessment of the patient's condition must be provided by the prescriber at the time of application and documented in the
patient's medical records.

A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg
body weight per dose to be administered at weeks 0, 2 and 6, will be authorised.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to
treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 2 (change or recommencement of treatment after a break in therapy of less than 12 months)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a targeted therapy for this condition in this treatment
cycle; OR

« Patient must have been eligible for prior PBS-subsidised treatment with a targeted therapy for this condition in this
treatment cycle, AND

o Patient must have either: (i) not previously received this drug for this condition in the current treatment cycle, (ii)
previously received this drug and demonstrated/maintained an adequate clinical response, AND

e The treatment must not exceed a total of 3 doses to be administered at weeks 0, 2 and 6 under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and
the date of assessment of the patient's condition; and

(b) details of the most recent targeted therapy in the current treatment cycle, including the date and duration of treatment.

If a patient was eligible for prior PBS-subsidised treatment with a targeted therapy for this condition but did not receive PBS-
subsidised treatment at the time, the application must provide a declaration that the patient met all 'Initial 1' eligibility
requirements when targeted therapy treatment commenced. The application must also provide details of the baseline scores
of the prior eligibility requirements, including the number of externally draining complex fistulae, fistula symptom grading
scores (discharge/pain/induration) and the date of assessment.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to
treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg
body weight per dose to be administered at weeks 0, 2 and 6, will be authorised.

If fewer than 2 repeats are requested at the time of the application, authority approvals for sufficient repeats to complete the
3 doses of this drug may be requested through the Balance of supply treatment phase PBS restriction. Under no
circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

Authority Required

Complex refractory Fistulising Crohn disease
Treatment Phase: Continuing treatment
Clinical criteria:

e Patient must have received this drug (in any form) as their most recent course of PBS-subsidised targeted therapy
treatment for this condition, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND
¢ Patient must not receive more than 24 weeks of treatment under this restriction per authority application.
Treatment criteria:

¢ Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

¢ Must be treated by a consultant physician [general medicine specialising in gastroenterology].

An adequate response is defined as:

(a) a decrease from baseline in the number of open draining fistulae of greater than or equal to 50%; and/or

(b) a marked reduction in drainage of all fistula(e) from baseline, together with less pain and induration as reported by the
patient.
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The current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and
the date of assessment of the patient's condition must be provided by the prescriber at the time of application and
documented in the patient's medical records.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to
treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to
sustain a response.

A maximum quantity and number of repeats to provide for each continuing course of this drug consisting of 3 doses at 5 mg
per kg body weight per dose to be administered every 8 weeks will be authorised.

If fewer than 2 repeats are requested at the time of the application, authority approvals for sufficient repeats to complete the
3 doses of this drug may be requested through the Balance of supply treatment phase PBS restriction. Under no
circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease
Treatment Phase: Balance of supply
Clinical criteria:

o Patient must have received insufficient treatment with this drug for this condition under any relevant initial or continuing
restriction (Initial 1, Initial 2, or Continuing treatment), AND

e The treatment must provide no more than the balance of up to 16 weeks therapy available under Initial 1 or 2 treatment;
OR

e The treatment must provide no more than the balance of up to 24 weeks therapy available under Continuing treatment.
Treatment criteria:
e Must be treated by a gastroenterologist; OR
e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR
o Must be treated by a consultant physician [general medicine specialising in gastroenterology].
infliximab 100 mg injection, 1 vial

9674E Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 202.85 @ Inflectra [PF] @ Ixifi [FZ]
2 Remicade [JC] @ Remsima [EW]

2 Renflexis [0Q]

*LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed:

¢ Revlimid - i-access program;

¢ Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;
e Lenalide - Juno Connected™;

e Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Authority Required

Multiple myeloma

Treatment Phase: Initial treatment with triple therapy (this drug, bortezomib and dexamethasone) for the first 4 treatment

cycles (cycles 1 to 4) administered in a 28-day treatment cycle

Clinical criteria:

e The condition must be newly diagnosed, AND

e The condition must be confirmed by a histological diagnosis, AND

e The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii)) dexamethasone,
AND

e Patient must not have been treated with lenalidomide or bortezomib for this condition, AND

e The treatment must not exceed a total of 4 cycles under this restriction.

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(a) the level of serum monoclonal protein; or
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(b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or

(c) the serum level of free kappa and lambda light chains; or

(d) bone marrow aspirate or trephine - the percentage of plasma cells; or

(e) if present, the size and location of lytic bone lesions (not including compression fractures); or

(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRl or CT-
scan; or

(9) if present, the level of hypercalcaemia, corrected for albumin concentration.

As these parameters will be used to determine response, results for either (a) or (b) or (c) should be provided for all patients.
Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g) should
be stated/declared. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory multiple

myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple myeloma
(current serum M protein less than 10 g per L) must be held on the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

lenalidomide 5 mg capsule, 21

12071H Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 396.90 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 21
12060R Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 51710  Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 15 mg capsule, 21
12020P Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 620.91 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14631C Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 797.29 2 Lenalide [JU] @ Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
12068E Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 809.51 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]

Lenalidomide Sandoz [SZ]

Revlimid [BQ]

*LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of lenalidomide being prescribed and dispensed:

e Revlimid - i-access program;

¢ Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;

e Lenalide - Juno Connected™;

¢ Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Authority Required
Multiple myeloma
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Treatment Phase: Initial treatment as monotherapy or dual combination therapy with dexamethasone for progressive
disease

Clinical criteria:

e The condition must be confirmed by a histological diagnosis, AND

¢ The treatment must be as monotherapy; OR

e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone, AND

e Patient must have progressive disease after at least one prior therapy, AND

o Patient must have undergone or be ineligible for a primary stem cell transplant.

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg
per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved
free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on
biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by
clinical examination or diagnostic imaging); or

(9) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other
cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) prior treatments including name(s) of drug(s) and date of most recent treatment cycle; and

(3) date of prior stem cell transplant or confirmation of ineligibility for prior stem cell transplant; and

(4) details of the basis of the diagnosis of progressive disease or failure to respond; and

(5) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the

current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(a) the level of serum monoclonal protein; or

b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or

c) the serum level of free kappa and lambda light chains; or

d) bone marrow aspirate or trephine - the percentage of plasma cells; or

e) if present, the size and location of lytic bone lesions (not including compression fractures); or

(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRl or CT-
scan; or

(g) if present, the level of hypercalcaemia, corrected for albumin concentration.

As these parameters will be used to determine response, results for either (a) or (b) or (c) should be provided for all patients.
Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g) should
be stated/declared. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory multiple
myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple myeloma
(current serum M protein less than 10 g per L) must be held in the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
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Authority Required
Multiple myeloma

Schedule of Pharmaceutical Benefits — September 2026



Treatment Phase: Continuing treatment as monotherapy or dual combination therapy with dexamethasone following initial

treatment for progressive disease
Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for relapsed or refractory multiple

myeloma, AND

¢ The treatment must be as monotherapy; OR
¢ The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation

8 a.m. to 5 p.m. Monday to Friday).

lenalidomide 5 mg capsule, 21

9642L Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 396.90 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 21
9643M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 517.10 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 15 mg capsule, 21
9644N Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 620.91 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14610Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 797.29 2 Lenalide [JU] @ Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
9645P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 809.51 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]

Lenalidomide Sandoz [SZ]

Revlimid [BQ]

*LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed:

e Revlimid - i-access program;

e Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;

¢ Lenalide - Juno Connected™;

e Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Authority Required
Multiple myeloma

Treatment Phase: Initial treatment in combination with dexamethasone, of newly diagnosed disease in a patient ineligible for

stem cell transplantation
Clinical criteria:

e The condition must be newly diagnosed, AND
e The condition must be confirmed by a histological diagnosis, AND

e Patient must be ineligible for a primary stem cell transplantation, AND
e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of

multiple myeloma, and

(2) confirmation of ineligibility for prior stem cell transplant; and

(3) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,

f), of at least one of the following must be provided:

(a) the level of serum monoclonal protein; or
(b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or
(c) the serum level of free kappa and lambda light chains; or
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(d) bone marrow aspirate or trephine - the percentage of plasma cells; or
(e) if present, the size and location of lytic bone lesions (not including compression fractures); or
(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRl or CT-
scan; or
(g) if present, the level of hypercalcaemia, corrected for albumin concentration.
As these parameters will be used to determine response, results for either (a) or (b) or (c) should be provided for all patients.
Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g) should
be stated/provided. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory multiple
myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple myeloma
(current serum M protein less than 10 g per L) must be held on the patient's medical records.
All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Multiple myeloma

Treatment Phase: Continuing treatment until progression in patients initiated on dual combination therapy (this drug and

dexamethasone), or, in patients initiated on triple therapy (this drug, bortezomib and dexamethasone during treatment

cycles 1 up to 8) and are now being treated with treatment cycle 9 or beyond

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this

condition, AND

e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg

per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved

free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on

biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by

clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other

cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation

8 a.m. to 5 p.m. Monday to Friday).

lenalidomide 5 mg capsule, 21

11036W Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 396.90 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 21
11063G Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 517.10 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
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lenalidomide 15 mg capsule, 21

11042E Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 620.91 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14624Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 797.29 2 Lenalide [JU] @ Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
11055W Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 809.51 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]

*LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of lenalidomide being prescribed and dispensed:

¢ Revlimid - i-access program;

e Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;
e Lenalide - Juno Connected™;

e Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Authority Required

Multiple myeloma

Treatment Phase: Initial treatment with lenalidomide monotherapy in newly diagnosed disease

Clinical criteria:

e The treatment must be as monotherapy, AND

e The condition must be confirmed by a histological diagnosis, AND

¢ Patient must have undergone an autologous stem cell transplant (ASCT) as part of frontline therapy for newly diagnosed
multiple myeloma, AND

o Patient must not have progressive disease following autologous stem cell transplant (ASCT).

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of

multiple myeloma; and

(2) the date the autologous stem cell transplant was performed; and

(3) nomination of which disease activity parameters will be used to assess progression.

To enable confirmation of eligibility for treatment, the details (date, unique identifying number/code or provider number) of

the current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items

e, f) of at least one of the following must be provided:

(a) the level of serum monoclonal protein; or

(b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or

(c) the serum level of free kappa and lambda light chains; or

(d) bone marrow aspirate or trephine - the percentage of plasma cells; or

(e) if present, the size and location of lytic bone lesions (not including compression fractures); or

(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRl or CT-

scan; or

(g) if present, the level of hypercalcaemia, corrected for albumin concentration.

As these parameters will be used to determine progression, results for either (a) or (b) or (c) should be provided for all

patients. Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g)

should be stated/declared. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory

multiple myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple

myeloma (current serum M protein less than 10 g per L) must be held in the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(i) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
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Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority Required

Multiple myeloma

Treatment Phase: Continuing treatment with lenalidomide monotherapy following initial treatment with lenalidomide therapy

in newly diagnosed disease

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this

condition, AND

e The treatment must be as monotherapy.

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg

per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved

free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on

biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by

clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other

cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation

8 a.m. to 5 p.m. Monday to Friday).

lenalidomide 5 mg capsule, 28

11966T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 526.12 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 28
11969Y Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 686.38 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 15 mg capsule, 28
11965R Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 824.79 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
=LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed:

e Revlimid - i-access program;

e Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;
¢ Lenalide - Juno Connected™;

e Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Authority Required

Multiple myeloma

Treatment Phase: Initial treatment with triple therapy (this drug, bortezomib and dexamethasone) for the first 4 treatment
cycles (cycles 1 to 4) administered in a 21-day treatment cycle

Clinical criteria:
e The condition must be newly diagnosed, AND
e The condition must be confirmed by a histological diagnosis, AND
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e The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,
AND

e Patient must not have been treated with lenalidomide or bortezomib for this condition, AND

e The treatment must not exceed a total of 4 cycles under this restriction.

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(a) the level of serum monoclonal protein; or

(b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or
(c) the serum level of free kappa and lambda light chains; or

(d) bone marrow aspirate or trephine - the percentage of plasma cells; or

(e) if present, the size and location of lytic bone lesions (not including compression fractures); or
(

f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRl or CT-
scan; or

(g) if present, the level of hypercalcaemia, corrected for albumin concentration.

As these parameters will be used to determine response, results for either (a) or (b) or (c) should be provided for all patients.
Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g) should
be stated/declared. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory multiple
myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple myeloma
(current serum M protein less than 10 g per L) must be held on the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(i) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required
Multiple myeloma

Treatment Phase: Continuing treatment of triple therapy (this drug, bortezomib and dexamethasone) for treatment cycles 5
to 8 inclusive (administered using 21-day treatment cycles)

Clinical criteria:

o Patient must have received PBS-subsidised treatment with this drug under the treatment phase covering cycles 1 to 4,
AND

e The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,
AND
e The treatment must not exceed a total of 4 cycles under this restriction.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

lenalidomide 5 mg capsule, 14

12058P Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 267.68 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 14
12004T Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 347.81 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
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lenalidomide 15 mg capsule, 14

12069F Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 417.01 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]

lenalidomide 20 mg capsule, 14
14615F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 3 0.00 534.61 Lenalide [JU]
lenalidomide 25 mg capsule, 14
12018M Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 542.75 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
=LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

Note

Note

teratogenic effect of lenalidomide in humans cannot be ruled out.

Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed:

¢ Revlimid - i-access program;

e Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;

e Lenalide - Juno Connected™;

e Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Myelodysplastic syndrome

Treatment Phase: Initial treatment

Clinical criteria:

e The treatment must be limited to a maximum duration of 16 weeks, AND

o Patient must be classified as Low risk or Intermediate-1 according to the International Prognostic Scoring System (IPSS),
AND

o Patient must have a deletion 5q cytogenetic abnormality with or without additional cytogenetic abnormalities, AND

e Patient must be red blood cell transfusion dependent.

Classification of a patient as Low risk requires a score of 0 on the IPSS, achieved with the following combination: less than

5% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 0/1 cytopenias.

Classification of a patient as Intermediate-1 requires a score of 0.5 to 1 on the IPSS, achieved with the following possible
combinations:

1. 5%-10% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 0/1 cytopenias; OR

2. less than 5% marrow blasts with intermediate karyotypic status (other abnormalities), and 0/1 cytopenias; OR

3. less than 5% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 2/3 cytopenias; OR
4. less than 5% marrow blasts with intermediate karyotypic status (other abnormalities), and 2/3 cytopenias; OR
5
6
7

. 5%-10% marrow blasts with intermediate karyotypic status (other abnormalities), and 0/1 cytopenias; OR
. 5%-10% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 2/3 cytopenias; OR
. less than 5% marrow blasts with poor karyotypic status (complex, greater than 3 abnormalities), and 0/1 cytopenias.
Classification of a patient as red blood cell transfusion dependent requires that:
(i) the patient has been transfused within the last 8 weeks; and
(i) the patient has received at least 8 units of red blood cell in the last 6 months prior to commencing PBS-subsidised
therapy with lenalidomide; and would be expected to continue this requirement without lenalidomide treatment.
The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:
(a) details (date, unique identifying number/code or provider number) of the bone marrow biopsy report from an Approved
Pathology Authority demonstrating that the patient has myelodysplastic syndrome; and
(b) details (date, unique identifying number/code or provider number) of the full blood examination report; and
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(c) details (date, unique identifying number/code or provider number) of the pathology report and details of the cytogenetics
demonstrating Low risk or Intermediate-1 disease according to the IPSS (note: using Fluorescence in Situ Hybridization
(FISH) to demonstrate MDS -5q is acceptable); and

(d) details of transfusion requirements including: (i) the date of most recent transfusion and the number of red blood cell

units transfused; and (i) the total number of red blood cell units transfused in the 4 and 6 months preceding the date of this

application.

All the reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

Authority Required

Myelodysplastic syndrome

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received PBS-subsidised initial therapy with lenalidomide for myelodysplastic syndrome, AND

o Patient must have achieved and maintained transfusion independence; or at least a 50% reduction in red blood cell unit
transfusion requirements compared with the four month period prior to commencing initial PBS-subsidised therapy with
lenalidomide, AND

o Patient must not have progressive disease, AND

e The condition must not have progressed to acute myeloid leukaemia.

The first authority application for continuing supply must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail. Subsequent authority applications for continuing supply may be

made via the Online PBS Authorities System or by telephone.

The following evidence of response must be provided at each application:

(i) a haemoglobin level taken within the last 4 weeks; and

(ii) the date of the last transfusion; and

(i) a statement of the number of units of red cells transfused in the 4 months immediately preceding this application;

All reports must be documented in the patient's medical records.

For first continuing applications, if the application is submitted through HPOS form upload or mail, it must include:

(a) details of the proposed prescription; and

(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

lenalidomide 5 mg capsule, 21

2798G Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 396.90 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 21
2796E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 517.10 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
*MEPOLIZUMAB

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled chronic obstructive pulmonary disease (COPD)

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received PBS-subsidised treatment with this biological medicine for this condition, AND

¢ Patient must have both, achieved and sustained an adequate response to this drug, defined as maintenance (i.e. no

change); or a reduction in the number of moderate and/or severe exacerbation(s) compared to the baseline levels
provided with the initial PBS authority application, AND

¢ The treatment must be in combination with all of: (i) LAMA; (ii) LABA,; (iii) ICS in an optimised triple inhaler therapy, AND
e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine

prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) respiratory physician; (ii) general physician experienced in
the management of patients with this condition.

The following must be provided in each continuing PBS authority application and be documented in the patient's medical

records:
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Note

details of the current number and severity of exacerbations compared to baseline levels provided in the initial authority
application of this treatment cycle including:

(i) number of moderate exacerbations requiring treatment with systemic corticosteroids; and/or
(i) number of moderate exacerbations requiring treatment with antibiotics; and
(iii) number of severe exacerbation(s) which required hospitalisation.

Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority Required

Uncontrolled chronic obstructive pulmonary disease (COPD)

Treatment Phase: Grandfather arrangements - Transitioning from non-PBS to PBS-subsidised supply

Clinical criteria:

o Patient must have previously received non-PBS-subsidised treatment with this drug for this condition prior to 1
September 2026, AND

¢ Patient must have had a blood eosinophil count of at least 300 cells per microlitre in the 12 months prior to commencing
non-PBS-subsidised treatment with this drug for this condition, AND

e Patient must not have achieved, prior to commencing non-PBS-subsidised treatment with this drug for this condition,
adequate control with at least 3 months of optimised triple inhaled therapy consisting of: (i) long-acting muscarinic
antagonist (LAMA); (ii) a long-acting beta-2 agonist (LABA); (iii) an inhaled corticosteroid (ICS), despite formal
assessment of and adherence to correct inhaler technique which has been documented in the patient's medical records,
AND

o Patient must have experienced at least one severe COPD exacerbation, or at least two moderate COPD exacerbations in
the 12 months prior to commencing non-PBS-subsidised treatment with this drug for this condition, AND

e The treatment must be in combination with all of: (i) LAMA; (ii) LABA,; (iii) ICS in an optimised triple inhaler therapy, AND

o Patient must have both, achieved and sustained an adequate response to this drug, defined as maintenance (i.e. no
change); or a reduction in the number of moderate and/or severe exacerbation(s) compared to the baseline levels
provided with this authority application, if they received at least 24 weeks of treatment with this drug for this condition,
AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician; (ii) general physician experienced in
the management of patients with this condition.

For the purpose of administering this restriction, COPD exacerbations in the 12 months prior to commencing non-PBS-

subsidised treatment with this drug for this condition, are defined as experiencing:

(i) at least 1 severe COPD exacerbation which required hospitalisation; and/or

(i) 2 or more moderate COPD exacerbations, of which at least:

(a) one required treatment with systemic corticosteroids; and

(b) one required treatment with systemic corticosteroids or antibiotics.

At least one of the moderate or severe exacerbations must have occurred while the patient was taking all of: (i) LAMA,; (ii)
LABA; and (iii) ICS in an optimised triple inhaler therapy.

The authority application must be via the Online PBS Authorities System, or in writing via HPOS form upload or mail and
must include the following:

(i) the blood eosinophil count and date; AND

(i) details of therapy with a combination of LAMA, LABA and ICS (name of treatment, dosage, date of commencement, and
duration of therapy prior to commencing non-PBS-subsidised treatment with this drug for this condition); AND

(iii) the baseline exacerbation history which includes:

details of the number and severity of COPD exacerbations experienced in the 12 months immediately prior to
commencement of this drug as non-PBS-subsidised therapy for this condition, including:

(a) number of moderate exacerbations requiring treatment with systemic corticosteroids; and/or

(b) number of moderate exacerbations requiring treatment with antibiotics; and

(c) number of severe exacerbations requiring hospitalisation; AND

(iv) the assessment of response to treatment where applicable (for patients who have received at least 24 weeks of
treatment), which includes:

details of the current number and severity of COPD exacerbations, compared with the baseline information supplied in this
authority application, including:

(a) number of moderate exacerbations requiring treatment with systemic corticosteroids; and/or

(b) number of moderate exacerbations requiring treatment with antibiotics; and

(c) number of severe exacerbations requiring hospitalisation.

The details of the number and the severity of COPD exacerbations are to inform the basis of determining if an adequate
response to treatment has been achieved under the continuing treatment restriction.

In addition to stating the above details in the authority application, document them in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and

(i) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
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Note A Grandfathered patient may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-
subsidised treatment, a Grandfathered patient must qualify under the continuing treatment criteria.

Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

mepolizumab 100 mg/mL injection, 1 mL pen device
15508F Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 5 0.00 1605.34 Nucala [GK]

*MEPOLIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
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Note

Note

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

For copies of the ACQ, please contact GlaxoSmithKline Medical Information on 1800 033 109.

Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

» Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

o Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

¢ Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to this biological medicine is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline,

OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5.

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to

the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the

prior course of treatment or the assessment of oral corticosteroid dose, should be made from 20 weeks after the first dose of
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PBS-subsidised dose of this drug under this restriction so that there is adequate time for a response to be demonstrated and
for the application for continuing therapy to be processed.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. This
assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4 weeks
of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the assessment
should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless the patient is
currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will be deemed to
have failed to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the
patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine
whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to
receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.
At the time of the authority application, medical practitioners should request the appropriate number of repeats to provide for
a continuing course of this drug sufficient for up to 24 weeks of therapy.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following information must be provided at the time of application and must be documented in the patient's medical
records:

(a) if applicable, details of maintenance oral corticosteroid dose; and

(b) a completed Asthma Control Questionnaire (ACQ-5) score.

mepolizumab 100 mg/mL injection, 1 mL pen device

12052H Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 1605.34 Nucala [GK]
*MEPOLIZUMAB

Note

Note

Note
Note
Note

The length of a break in therapy is measured from the date that the relevant PBS-subsidised medicine listed for this PBS
indication is ceased during the most recent treatment cycle, until the date of the subsequent application for treatment under
a new treatment cycle.

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

No increase in the maximum quantity or number of units may be authorised.

No increase in the maximum number of repeats may be authorised.

Special Pricing Arrangements apply.

Authority Required

Uncontrolled chronic obstructive pulmonary disease (COPD)

Treatment Phase: Initial treatment (New patients; or Recommencement of treatment in a new treatment cycle following a

break in PBS-subsidised biological medicine therapy)

Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition; OR

o Patient must have had at least a 12-month break from the most recently approved PBS-subsidised biological medicine
for this condition, AND

o Patient must have a blood eosinophil count of at least 300 cells per microlitre in the 12 months prior to commencing
treatment with this drug in this treatment cycle, AND

¢ Patient must not have achieved adequate control with at least 3 months of an optimised triple inhaler therapy consisting
of: (i) long-acting muscarinic antagonist (LAMA); (ii) a long-acting beta-2 agonist (LABA); (iii) an inhaled corticosteroid
(ICS), despite formal assessment of and adherence to correct inhaler technique which has been documented in the
patient's medical records, AND

¢ Patient must have experienced at least one severe COPD exacerbation, or at least two moderate COPD exacerbations in
the 12 months prior to commencing treatment with this drug in this treatment cycle, AND

¢ The treatment must be in combination with all of: (i) LAMA, (ii) LABA; (iii) ICS in an optimised triple inhaler therapy, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

e Patient must not receive more than 28 weeks of treatment under this restriction.
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Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician; (ii) general physician experienced in
the management of patients with this condition.

For the purpose of administering this restriction, COPD exacerbations in the 12 months prior to starting treatment in this

treatment cycle are defined as experiencing:

(i) at least 1 severe COPD exacerbation which required hospitalisation; and/or

(ii) 2 or more moderate COPD exacerbations, of which at least:

(a) one required treatment with systemic corticosteroids; and

(b) one required treatment with systemic corticosteroids or antibiotics.

At least one of the moderate or severe exacerbations must have occurred while the patient was taking all of: (i) LAMA,; (ii)

LABA; and (iii) ICS in an optimised triple inhaler therapy.

The authority application must be via the Online PBS Authorities System, or in writing via HPOS form upload or mail and
must include the following:
(i) the blood eosinophil count and date; and

(ii) details of the optimised triple inhaler therapy with the combination of LAMA, LABA and ICS (name of treatment, dosage,
date of commencement and duration of therapy); and

(iii) details of the number and severity of COPD exacerbation(s) experienced in the 12 months prior to commencing
treatment with this drug in this treatment cycle including:

(a) number of moderate exacerbations requiring treatment with systemic corticosteroids; and/or

(b) number of moderate exacerbations requiring treatment with antibiotics; and

(c) number of severe exacerbation(s) which required hospitalisation.

The details of the number and the severity of COPD exacerbations are to inform the basis of determining if an adequate
response to treatment has been achieved under the continuing treatment restriction. In addition to stating the above details
in the authority application, document them in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

mepolizumab 100 mg/mL injection, 1 mL pen device
15515N Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 6 0.00 1605.34 Nucala [GK]

*MEPOLIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
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All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.
(6) Monitoring of patients:
Omalizumab only:
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ, please contact GlaxoSmithKline Medical Information on 1800 033 109.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle
following a break in PBS subsidised biological medicine therapy)

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

e Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
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volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

e Patient must have a duration of asthma of at least 1 year, AND

e Patient must have a blood eosinophil count of at least 300 cells per microlitre in the last 12 months; OR

o Patient must have blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the last 12 months, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for

the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless

the patient is currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will

be deemed to have failed to respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same

treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request up to 7 repeats to provide for an initial course of

mepolizumab sufficient for up to 32 weeks of therapy.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) if applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal

to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(d) the eosinophil count and date; and

(e) Asthma Control Questionnaire (ACQ-5) score.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,

which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.
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Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Authority Required
Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

¢ Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

« Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

e Patient must have had a blood eosinophil count of at least 300 cells per microlitre and that is no older than 12 months
immediately prior to commencing PBS-subsidised biological medicine treatment for severe asthma; OR

o Patient must have had a blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids and that is no older than 12 months immediately prior to commencing PBS-subsidised biological medicine
treatment for severe asthma, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma who wishes

to change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline

score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this

restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing
therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless
the patient is currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this drug.

At the time of the authority application, medical practitioners should request up to 7 repeats to provide for an initial course

sufficient for up to 32 weeks of therapy.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the

patient has responded to prior treatment); and

(b) details (date and duration of treatment) of prior biological medicine treatment; and

(c) eosinophil count and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on

corticosteroid dose); and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

therapy).

mepolizumab 100 mg/mL injection, 1 mL pen device

12051G Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 7 0.00 1605.34 Nucala [GK]
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*MEPOLIZUMAB

Note

Note
Note
Note

The length of a break in therapy is measured from the date that the relevant PBS-subsidised medicine listed for this PBS
indication is ceased during the most recent treatment cycle, until the date of the subsequent application for treatment under
a new treatment cycle.

No increase in the maximum quantity or number of units may be authorised.

No increase in the maximum number of repeats may be authorised.

Special Pricing Arrangements apply.

Note

Authority Required

Chronic rhinosinusitis with nasal polyps (CRSwNP)

Treatment Phase: Initial treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) ear nose and throat specialist (ENT), (v) general physician experienced in the management of patients with
CRSwNP.

Clinical criteria:

o Patient must have a diagnosis of CRSWNP confirmed by at least one of: (i) nasal endoscopy, (ii) computed tomography
(CT) scan, with the results documented in the patient's medical records; OR

o Patient must have a diagnosis of CRSWNP from at least two physicians of the above mentioned prescriber types, AND

e Patient must have undergone surgery for the removal of nasal polyps; OR

o Patient must have the written advice from at least two physicians of the above mentioned prescriber types demonstrating
inappropriateness for surgery, AND

o Patient must have, despite optimised nasal polyp therapy, at least two of: (i) bilateral endoscopic nasal polyp score of at
least 5 (out of a maximum score of 8, with a minimum score of 2 in each nasal cavity), (ii) nasal obstruction visual
analogue scale (VAS) score greater than 5 (out of a maximum score of 10), (iii) overall symptom VAS score greater than
7 (out of a maximum score of 10), AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition; OR

e Patient must have had a 12 month break in PBS-subsidised treatment with a biological medicine for this condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must have failed to achieve adequate control with optimised nasal polyp therapy which has been documented,
AND

e Patient must have blood eosinophil count greater than or equal to 300 cells per microlitre in the last 12 months.

Population criteria:

o Patient must be at least 18 years of age.

Optimised nasal polyp therapy includes:

(a) adherence to intranasal corticosteroid therapy for at least 2 months, unless contraindicated or not tolerated

(b) if required, nasal irrigation with saline

Where the patient has a contraindication or intolerance to intranasal corticosteroid therapy, document the reasons for the
contraindication or intolerance in the patient's medical file.

The authority application must be made in writing and must include:

(a) details of the proposed prescription,

(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice),

(c) details (date of commencement and duration of therapy) of prior optimised nasal polyp medicine treatment,

(d) details (date and treatment) of nasal polyp surgery; or

(e) if applicable, details of surgical exception including serious comorbid disease (e.g. cardiovascular, stroke) making the
risk of surgery unacceptable,

(f) the eosinophil count and date,

(9) two of the following, measured within the past 12 months: (i) baseline bilateral endoscopic nasal polyp score, (ii) baseline
nasal obstruction VAS score, (iii) baseline overall VAS score.

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required
Chronic rhinosinusitis with nasal polyps (CRSwNP)
Treatment Phase: Continuing treatment
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Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (i) clinical immunologist, (iii) allergist,
(iv) ear nose and throat specialist (ENT), (v) general physician experienced in the management of patients with
CRSwNP.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must have both demonstrated and sustained an adequate response to this drug, defined as having at least one
of: (i) an improvement in bilateral endoscopic nasal polyp score of at least 1.0 compared to the baseline level provided
with the initial authority application, (ii) an improvement in nasal obstruction visual analogue scale (VAS) score of at least
3.0 compared to the baseline level provided with the initial authority application, (iii) an improvement in overall symptom
VAS score of at least 2.5 compared to the baseline level provided with the initial authority application.

Population criteria:

o Patient must be at least 18 years of age.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

mepolizumab 100 mg/mL injection, 1 mL pen device
13242Y Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 1605.34 Nucala [GK]

=MIDOSTAURIN
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Acute Myeloid Leukaemia

Treatment Phase: Maintenance therapy - Initial treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this
condition, AND

o Patient must have demonstrated complete remission after induction and consolidation chemotherapy in combination with
midostaurin confirmed through a bone marrow biopsy pathology report, AND

o Patient must not be undergoing or have undergone a stem cell transplant, AND

¢ The condition must be internal tandem duplication (ITD) or tyrosine kinase domain (TKD) FMS tyrosine kinase 3 (FLT3)
mutation positive before initiating this drug for this condition confirmed through a pathology report from an Approved
Pathology Authority.

A maximum of 3 cycles will be authorised under this restriction in a lifetime.

Progressive disease monitoring via a complete blood count must be taken at the end of each cycle.

If abnormal blood counts suggest the potential for relapsed AML, a bone marrow biopsy must be performed to confirm the
absence of progressive disease for the patient to be eligible for further cycles.

Progressive disease is defined as the presence of any of the following:

e Leukaemic cells in the CSF;

¢ Re-appearance of circulating blast cells in the peripheral blood, not attributable to overshoot following recovery from
myeloablative therapy;

e Greater than 5 % blasts in the marrow not attributable to bone marrow regeneration or another cause;

e Extramedullary leukaemia.

A patient who has progressive disease when treated with this drug is no longer eligible for PBS-subsidised treatment with

this drug.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(a) confirmation that the patient is not undergoing or has not undergone a stem cell transplant; and
(b) confirmation that the patient does not have progressive disease; and

(c) details (date, unique identifying number/code or provider number) of a recent bone marrow biopsy report from an
Approved Pathology Authority demonstrating that the patient is in complete remission; and

(d) details (date, unique identifying number/code or provider number) of the pathology test demonstrating that the condition
was FMS tyrosine kinase 3 (FLT3) (ITD or TKD) mutation positive prior to commencing midostaurin.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

midostaurin 25 mg capsule, 112
11531X Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 2 0.00 1847198 Rydapt[NV]

*OBINUTUZUMAB
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333.
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Lupus nephritis

Treatment Phase: Subsequent continuing treatment
Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, AND

¢ Patient must not have demonstrated evidence of clinically significant worsening of the condition, confirmed by either: (i)
an increase in urinary protein-to-creatinine ratio (UPCR); or (ii) a reduction in estimated glomerular filtration rate (¢eGFR)
from baseline values, due to persisting active class Il or IV lupus nephritis, based on 2 measurements taken 3 months
apart, AND

e The treatment must be administered with mycophenolate and corticosteroids unless contraindicated/intolerant
necessitating treatment withdrawal, AND

¢ The treatment must not be used in combination with anifrolumab.

Treatment criteria:

e Must be treated by a specialist physician experienced in the management of this condition.

The values for UPCR and eGFR, taken 3 months apart, used to determine the patient's response to treatment, must be

documented in the patient's medical records.

obinutuzumab 1 g/40 mL injection, 40 mL vial
15516P Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 0 0.00 4348.48 Gazyva [RO]

=OBINUTUZUMAB
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333.
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Lupus nephritis

Treatment Phase: Initial treatment

Clinical criteria:

o Patient must have a confirmed diagnosis of active class Il or IV lupus nephritis with or without class V disease, confirmed
by renal biopsy, AND

o Patient must not have severe renal impairment, demonstrated by an estimated glomerular filtration rate (eGFR) less than
30 mL/min/1.73 m?, AND

¢ Patient must have/have had a urinary protein-to-creatinine ratio (UPCR) of at least 113 mg/mmol (equivalent to 1g/g)
prior to initiation of treatment with this drug, AND

e The treatment must be administered with mycophenolate and corticosteroids unless contraindicated/intolerant
necessitating treatment withdrawal, AND

e The treatment must not be used in combination with anifrolumab.
Treatment criteria:
e Must be treated by a specialist physician experienced in the management of this condition.
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The baseline values of the eGFR and UCPR must be documented in the patient's medical records, as it will inform the basis
for determining if worsening of the condition has occurred.

Authority Required

Lupus nephritis

Treatment Phase: First continuing treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition under the initial
treatment restriction, AND

o Patient must not have sustained clinically significant, worsening from baseline values of either: (i) urinary protein-to-
creatinine ratio (UPCRY); and/or (ii) estimated glomerular filtration rate (¢eGFR), as determined by the treating physician,
AND

e The treatment must be administered with mycophenolate and corticosteroids unless contraindicated/intolerant
necessitating treatment withdrawal, AND
e The treatment must not be used in combination with anifrolumab.
Treatment criteria:
e Must be treated by a specialist physician experienced in the management of this condition.
The current values for UPCR and eGFR, used to determine the patient's response to treatment, must be documented in the
patient's medical records.
obinutuzumab 1 g/40 mL injection, 40 mL vial
15509G Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 1 0.00 4348.48 Gazyva [RO]

=OMALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
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Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or

medinfo.phauno@novartis.com

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Authority Required (STREAMLINED)

19135

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

o Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only

applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

For second and subsequent continuing treatment with this drug, a measurement of response to the prior course of therapy

must be documented in the patient's medical records. The Asthma Control Questionnaire (5 item version) assessment of the

patient's response to the prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time
adjusted exacerbation rate should be made from 20 weeks after the first PBS-subsidised dose of this drug under this
restriction so that there is adequate time for a response to be demonstrated.

The following information must be documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and

(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted

exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.
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omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
14919F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 116.35 Omlyclo [EW]

omalizumab 150 mg/mL injection, 1 mL syringe
14927P Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 22346  Omlyclo [EW]

=OMALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
(4) Swapping therapy within the same treatment cycle.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.
Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
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(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or

medinfo.phauno@novartis.com

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma

Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

o Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only

applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to

the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the

prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time adjusted exacerbation rate
should be made from 20 weeks after the first PBS-subsidised dose of this drug under this restriction so that there is
adequate time for a response to be demonstrated.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. Where

a response assessment is not undertaken and provided at the time of application, the patient will be deemed to have failed

to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the

patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine

whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to

receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats

to provide for a continuing course of this biological medicine consisting of the recommended number of doses for the

baseline IgE level and body weight of the patient (refer to the TGA-approved Product Information), sufficient for up to 24

weeks of therapy.

The following information must be provided at the time of application and must be documented in the patient's medical

records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and

(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted

exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.
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omalizumab 300 mg/2 mL injection, 2 mL pen device
14951X Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 5 0.00 444 .11 Xolair [NV]

*OMALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or

(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
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A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or

medinfo.phauno@novartis.com

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle

following a break in PBS subsidised biological medicine therapy)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

¢ Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

e Patient must have a duration of asthma of at least 1 year, AND

o Patient must have past or current evidence of atopy that is no more than 1 year old at the time of application that is
documented by either: (i) skin prick testing, (ii) an in vitro measure of specific IgE, AND

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
the time of application, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND
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(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a
severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral
corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.
The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,
and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of
this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for
the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4
weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for severe asthma within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with all eligible biological medicines for severe asthma within
the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of omalizumab consisting of the recommended number of doses for the baseline
IgE level and body weight of the patient (refer to the TGA-approved Product Information) to be administered every 2 or 4
weeks.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details of prior optimised asthma drug therapy (dosage, date of commencement, duration of therapy); and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal
to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and

(d) the IgE result and date; and

(e) Asthma Control Questionnaire (ACQ-5) score.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (i) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

e Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

o Patient must have past or current evidence of atopy, documented by skin prick testing or an in vitro measure of specific
IgE in the past 12 months or in the 12 months prior to initiating PBS-subsidised treatment with a biological medicine for
severe asthma, AND

e Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
initiating PBS-subsidised treatment with a biological medicine for severe asthma, AND

o Patient must not receive more than 32 weeks of treatment under this restriction, AND

¢ The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.
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Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to
change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's
most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than
4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be
deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline
score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this
restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing
therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4
weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this biological medicine.

At the time of the authority application, medical practitioners should request an appropriate maximum quantity based on IgE
level and body weight (refer to the TGA-approved Product Information) to be administered every 2 to 4 weeks and up to 7
repeats to provide for an initial course sufficient for up to 32 weeks of therapy.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the
patient has responded to prior treatment); and

(b) details (date and duration of treatment) of prior biological medicine treatment; and

(c) the IgE results and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on
corticosteroid dose); and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior
therapy).

omalizumab 300 mg/2 mL injection, 2 mL pen device
14953B Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 7 0.00 44411 Xolair [NV]

*OMALIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
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(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
(4) Swapping therapy within the same treatment cycle.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.
Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.
(6) Monitoring of patients:
Omalizumab only:
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or
medinfo.phauno@novartis.com

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Pharmaceutical benefits that have the form omalizumab 75 mg/0.5 mL syringe and pharmaceutical benefits that have the
form omalizumab 75 mg/0.5 mL pen device are equivalent for the purposes of substitution.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

¢ Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

¢ The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.
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Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from
baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only
applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to
the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the
prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time adjusted exacerbation rate
should be made from 20 weeks after the first PBS-subsidised dose of this drug under this restriction so that there is
adequate time for a response to be demonstrated.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. Where
a response assessment is not undertaken and provided at the time of application, the patient will be deemed to have failed
to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the
patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine
whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to
receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.
At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats
to provide for a continuing course of this biological medicine consisting of the recommended number of doses for the
baseline IgE level and body weight of the patient (refer to the TGA-approved Product Information), sufficient for up to 24
weeks of therapy.

The following information must be provided at the time of application and must be documented in the patient's medical
records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and

(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted
exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.

omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
11840E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 0.00 116.35 2 Omlyclo [EW] @ Xolair [NV]

omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
14921H Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 117.96 @ Xolair [NV]

*OMALIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:
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Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
(4) Swapping therapy within the same treatment cycle.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.
Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.
(6) Monitoring of patients:
Omalizumab only:
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or
medinfo.phauno@novartis.com

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Pharmaceutical benefits that have the form omalizumab 150 mg/mL syringe and pharmaceutical benefits that have the form
omalizumab 150 mg/mL pen device are equivalent for the purposes of substitution.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

¢ Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND
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e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only

applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to

the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the

prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time adjusted exacerbation rate
should be made from 20 weeks after the first PBS-subsidised dose of this drug under this restriction so that there is
adequate time for a response to be demonstrated.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. Where

a response assessment is not undertaken and provided at the time of application, the patient will be deemed to have failed

to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the

patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine

whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to

receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats

to provide for a continuing course of this biological medicine consisting of the recommended number of doses for the

baseline IgE level and body weight of the patient (refer to the TGA-approved Product Information), sufficient for up to 24

weeks of therapy.

The following information must be provided at the time of application and must be documented in the patient's medical

records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and

(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted

exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.

omalizumab 150 mg/mL injection, 1 mL syringe
11864K Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 5 0.00 223.46 @ Omlyclo [EW]

omalizumab 150 mg/mL injection, 1 mL pen device
14928Q Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 5 0.00 226.67 @ Xolair [NV]

*OMALIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
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There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or
medinfo.phauno@novartis.com

Note Biosimilar prescribing policy
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Pharmaceutical benefits that have the form omalizumab 75 mg/0.5 mL syringe and pharmaceutical benefits that have the
form omalizumab 75 mg/0.5 mL pen device are equivalent for the purposes of substitution.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001
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Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle
following a break in PBS subsidised biological medicine therapy)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

e Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

o Patient must have a duration of asthma of at least 1 year, AND

¢ Patient must have past or current evidence of atopy that is no more than 1 year old at the time of application that is
documented by either: (i) skin prick testing, (ii) an in vitro measure of specific IgE, AND

e Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
the time of application, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

e Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for
the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will

be deemed to have failed to respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for severe asthma within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines for severe asthma within

the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number

of repeats to provide for an initial course of omalizumab consisting of the recommended number of doses for the baseline

IgE level and body weight of the patient (refer to the TGA-approved Product Information) to be administered every 2 or 4

weeks.
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A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details of prior optimised asthma drug therapy (dosage, date of commencement, duration of therapy); and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal
to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and

(d) the IgE result and date; and

(e) Asthma Control Questionnaire (ACQ-5) score.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

¢ Patient must have past or current evidence of atopy, documented by skin prick testing or an in vitro measure of specific
IgE in the past 12 months or in the 12 months prior to initiating PBS-subsidised treatment with a biological medicine for
severe asthma, AND

¢ Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
initiating PBS-subsidised treatment with a biological medicine for severe asthma, AND

¢ Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline

score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this

restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing

therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this biological medicine.

At the time of the authority application, medical practitioners should request an appropriate maximum quantity based on IgE
level and body weight (refer to the TGA-approved Product Information) to be administered every 2 to 4 weeks and up to 7
repeats to provide for an initial course sufficient for up to 32 weeks of therapy.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and
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(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the
patient has responded to prior treatment); and

(b) details (date and duration of treatment) of prior biological medicine treatment; and

(c) the IgE results and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on
corticosteroid dose); and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior
therapy).

omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
10110D Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 7 0.00 116.35 2 Omlyclo [EW] a Xolair [NV]

omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
14904K Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 7 0.00 117.96 @ Xolair [NV]

*OMALIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
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For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or
medinfo.phauno@novartis.com

Note Biosimilar prescribing policy
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Pharmaceutical benefits that have the form omalizumab 150 mg/mL syringe and pharmaceutical benefits that have the form
omalizumab 150 mg/mL pen device are equivalent for the purposes of substitution.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle

following a break in PBS subsidised biological medicine therapy)

Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (i) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

e Patient must be under the care of the same physician for at least 6 months; OR

¢ Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR
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Note

Note

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

e Patient must have a duration of asthma of at least 1 year, AND

o Patient must have past or current evidence of atopy that is no more than 1 year old at the time of application that is
documented by either: (i) skin prick testing, (ii) an in vitro measure of specific IgE, AND

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
the time of application, AND

¢ Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for

the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will

be deemed to have failed to respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for severe asthma within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines for severe asthma within

the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number

of repeats to provide for an initial course of omalizumab consisting of the recommended number of doses for the baseline

IgE level and body weight of the patient (refer to the TGA-approved Product Information) to be administered every 2 or 4

weeks.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details of prior optimised asthma drug therapy (dosage, date of commencement, duration of therapy); and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal

to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(d) the IgE result and date; and

(e) Asthma Control Questionnaire (ACQ-5) score.

The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,

which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma

therapy.

Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma

Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);

the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can

obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).
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Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

¢ Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

¢ Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

e Patient must have past or current evidence of atopy, documented by skin prick testing or an in vitro measure of specific

IgE in the past 12 months or in the 12 months prior to initiating PBS-subsidised treatment with a biological medicine for
severe asthma, AND
o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
initiating PBS-subsidised treatment with a biological medicine for severe asthma, AND
e Patient must not receive more than 32 weeks of treatment under this restriction, AND
e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.
Population criteria:
o Patient must be aged 12 years or older.
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to
change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's
most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than
4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be
deemed to have failed to respond to treatment with that previous biological medicine.
An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline
score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this
restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing
therapy to be processed.
This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4
weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this biological medicine.
At the time of the authority application, medical practitioners should request an appropriate maximum quantity based on IgE
level and body weight (refer to the TGA-approved Product Information) to be administered every 2 to 4 weeks and up to 7
repeats to provide for an initial course sufficient for up to 32 weeks of therapy.
A multidisciplinary severe asthma clinic team comprises of:
(i) A respiratory physician; and
(ii) A pharmacist, nurse or asthma educator.
The authority application must be made in writing and must include:
(1) details of the proposed prescription; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
The following must be provided at the time of application and documented in the patient's medical records:
(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the
patient has responded to prior treatment); and
(b) details (date and duration of treatment) of prior biological medicine treatment; and
(c) the IgE results and date; and
(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on
corticosteroid dose); and
(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior
therapy).
omalizumab 150 mg/mL injection, 1 mL syringe
10122R Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 7 0.00 223.46 @ Omlyclo [EW]

omalizumab 150 mg/mL injection, 1 mL pen device
14923K Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 7 0.00 226.67 2 Xolair [NV]

*OMALIZUMAB

Caution The omalizumab pen device is not intended for use in children below 12 years of age. For children below 12 years of age
with uncontrolled severe allergic asthma, the omalizumab syringe is the appropriate form for this population.
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Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED
SEVERE ALLERGIC ASTHMA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.
However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
(4) Swapping therapy within the same treatment cycle.
Once initial treatment with the first PBS-subsided biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.
Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:
(i) they have not received PBS-subsided treatment with that particular biological medicine previously; or
(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(iii) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.
(6) Monitoring of patients (Omalizumab only):
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Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note For copies of the ACQ please contact Novartis Medical Information on 1800 671 203 or medinfo.phauno@novartis.com

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.

Authority Required

Uncontrolled severe allergic asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle

following a break in PBS-subsidised biological medicine therapy)

Clinical criteria:

e Patient must not have received PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii)
severe allergic asthma; OR

e Patient must have had a break in treatment from the most recently approved PBS-subsidised biological medicine for
either: (i) severe asthma, (ii) severe allergic asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
paediatric respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) paediatrician or general physician experienced
in the management of patients with severe asthma in consultation with a respiratory physician, defined by at least one of
the following standard clinical features: (a) forced expiratory volume (FEV1) reversibility, (b) airway hyperresponsiveness,
(c) peak expiratory flow (PEF) variability, AND

o Patient must have a duration of asthma of at least 1 year, AND

e Patient must have past or current evidence of atopy, documented by either: (i) skin prick testing, (ii) an in vitro measure
of specific IgE, AND

e Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
the time of application, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

o Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 6 to less than 12 years.

Clinical criteria:

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months.

Optimised asthma therapy includes:

(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist

(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast,

cromoglycate or nedocromil may be used as an alternative;

AND

(i) treatment with at least 2 courses of oral or IV corticosteroids (daily or alternate day maintenance treatment courses, or 3-
5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated.
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If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those
specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent
treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) An Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month (for children aged 6

to 10 years it is recommended that the Interviewer Administered version - the ACQ-IA be used),

AND

(b) while receiving optimised asthma therapy in the previous 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) or Asthma Control Questionnaire interviewer administered version

(ACQ-IA) assessment of the patient's response to this initial course of treatment, the assessment of oral corticosteroid dose,

and the assessment of exacerbation rate should be made at around 24 weeks after the first dose so that there is adequate

time for a response to be demonstrated and for the application for continuing therapy to be processed.

This assessment, which will be used to determine eligibility for continuing treatment, should be conducted within 4 weeks of

the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will be

deemed to have failed to respond to treatment with this biological medicine for this condition.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further

PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number

of repeats to provide for an initial course of omalizumab of up to 28 weeks, consisting of the recommended number of doses

for the baseline IgE and body weight of the patient (refer to the TGA-approved Product Information) to be administered
every 2 or 4 weeks.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and

(b) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(c) the IgE result and date; and

(d) Asthma Control Questionnaire (ACQ-5) score; or

(e) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.

Authority Required

Uncontrolled severe allergic asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine in this treatment cycle for either: (i)
severe asthma, (ii) severe allergic asthma, AND

e Patient must have had a total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of
atopy, documented by skin prick testing or an in vitro measure of specific IgE no more than 12 months prior to initiating
PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma, AND

e Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 6 to less than 12 years.

Clinical criteria:

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition during
the current treatment cycle.

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma or severe

allergic asthma who wishes to change therapy to this biological medicine, must be accompanied by the results of an Asthma

Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A) assessment

of the patient's most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made
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no more than 4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the
patient will be deemed to have failed to respond to treatment with that previous biological medicine.
An Asthma Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A)
assessment of the patient may be made at the time of application for treatment (to establish a new baseline score), but
should be made again around 24 weeks after the first PBS-subsidised dose of this biological medicine under this restriction
so that there is adequate time for a response to be demonstrated and for the application for the first continuing therapy to be
processed.
This assessment at around 24 weeks, which will be used to determine eligibility for the first continuing treatment, should be
conducted within 4 weeks of the last dose of biological medicine. Where a response assessment is not undertaken and
provided, the patient will be deemed to have failed to respond to treatment with this biological medicine.
A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further
PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.
A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.
The length of the break in therapy is measured from the date of the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.
At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of omalizumab of up to 28 weeks, consisting of the recommended number of doses
for the baseline IgE and body weight of the patient (refer to the TGA-approved Product Information) to be administered
every 2 or 4 weeks.
The authority application must be made in writing and must include:
(1) details of the proposed prescription; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
The following must be provided at the time of application and documented in the patient's medical records:
a) the IgE result and date; and
b) Asthma Control Questionnaire (ACQ-5) score; or
c) Asthma Control Questionnaire interviewer administered version (ACQ-1A) score.
d) the details of prior biological medicine treatment including the details of date and duration of treatment; and
(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior
therapy).
omalizumab 150 mg/mL injection, 1 mL syringe
10968G Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 6 0.00 223.46 Omlyclo [EW]

*OMALIZUMAB

Caution The omalizumab pen device is not intended for use in children below 12 years of age. For children below 12 years of age

with uncontrolled severe allergic asthma, the omalizumab syringe is the appropriate form for this population.
Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED

SEVERE ALLERGIC ASTHMA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
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(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsided biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:

(i) they have not received PBS-subsided treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients (Omalizumab only):

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note For copies of the ACQ please contact Novartis Medical Information on 1800 671 203 or medinfo.phauno@novartis.com

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Biosimilar prescribing policy
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
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Authority Required

Uncontrolled severe allergic asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle

following a break in PBS-subsidised biological medicine therapy)

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii)
severe allergic asthma; OR

¢ Patient must have had a break in treatment from the most recently approved PBS-subsidised biological medicine for
either: (i) severe asthma, (ii) severe allergic asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
paediatric respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) paediatrician or general physician experienced
in the management of patients with severe asthma in consultation with a respiratory physician, defined by at least one of
the following standard clinical features: (a) forced expiratory volume (FEV1) reversibility, (b) airway hyperresponsiveness,
(c) peak expiratory flow (PEF) variability, AND

e Patient must have a duration of asthma of at least 1 year, AND

o Patient must have past or current evidence of atopy, documented by either: (i) skin prick testing, (ii) an in vitro measure
of specific IgE, AND

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
the time of application, AND

¢ Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 6 to less than 12 years.

Clinical criteria:

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

* Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (i)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months.

Optimised asthma therapy includes:

(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist

(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast,

cromoglycate or nedocromil may be used as an alternative;

AND

(ii) treatment with at least 2 courses of oral or |V corticosteroids (daily or alternate day maintenance treatment courses, or 3-

5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those

specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent

treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) An Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month (for children aged 6

to 10 years it is recommended that the Interviewer Administered version - the ACQ-IA be used),

AND

(b) while receiving optimised asthma therapy in the previous 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) or Asthma Control Questionnaire interviewer administered version

(ACQ-IA) assessment of the patient's response to this initial course of treatment, the assessment of oral corticosteroid dose,

and the assessment of exacerbation rate should be made at around 24 weeks after the first dose so that there is adequate

time for a response to be demonstrated and for the application for continuing therapy to be processed.

This assessment, which will be used to determine eligibility for continuing treatment, should be conducted within 4 weeks of

the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will be

deemed to have failed to respond to treatment with this biological medicine for this condition.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further

PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.
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At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of omalizumab of up to 28 weeks, consisting of the recommended number of doses
for the baseline IgE and body weight of the patient (refer to the TGA-approved Product Information) to be administered
every 2 or 4 weeks.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and

(b) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(c) the IgE result and date; and

(d) Asthma Control Questionnaire (ACQ-5) score; or

(e) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.

Authority Required

Uncontrolled severe allergic asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine in this treatment cycle for either: (i)
severe asthma, (ii) severe allergic asthma, AND

o Patient must have had a total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of
atopy, documented by skin prick testing or an in vitro measure of specific IgE no more than 12 months prior to initiating
PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma, AND

o Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 6 to less than 12 years.

Clinical criteria:

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

e Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition during
the current treatment cycle.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Clinical criteria:
e Patient must be under the care of the same physician for at least 6 months.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma or severe
allergic asthma who wishes to change therapy to this biological medicine, must be accompanied by the results of an Asthma
Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A) assessment
of the patient's most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made
no more than 4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the
patient will be deemed to have failed to respond to treatment with that previous biological medicine.

An Asthma Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A)
assessment of the patient may be made at the time of application for treatment (to establish a new baseline score), but
should be made again around 24 weeks after the first PBS-subsidised dose of this biological medicine under this restriction
so that there is adequate time for a response to be demonstrated and for the application for the first continuing therapy to be
processed.

This assessment at around 24 weeks, which will be used to determine eligibility for the first continuing treatment, should be
conducted within 4 weeks of the last dose of biological medicine. Where a response assessment is not undertaken and
provided, the patient will be deemed to have failed to respond to treatment with this biological medicine.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further
PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.
The length of the break in therapy is measured from the date of the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of omalizumab of up to 28 weeks, consisting of the recommended number of doses
for the baseline IgE and body weight of the patient (refer to the TGA-approved Product Information) to be administered
every 2 or 4 weeks.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
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The following must be provided at the time of application and documented in the patient's medical records:

a) the IgE result and date; and

b) Asthma Control Questionnaire (ACQ-5) score; or

c) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.

d) the details of prior biological medicine treatment including the details of date and duration of treatment; and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

—_— e~~~

therapy).
omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
10956P Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 6 0.00 116.35 2 Omlyclo [EW] @ Xolair [NV]

*PASIREOTIDE EMBONATE

Caution Careful monitoring of patients is mandatory due to high risk of developing hyperglycaemia
Note Special Pricing Arrangements apply.

Authority Required

Acromegaly

Treatment Phase: Initial treatment

Clinical criteria:

« Patient must not have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must have a mean growth hormone (GH) level greater than 1 microgram per litre or 3 mIU/L; OR

e Patient must have an age- and sex-adjusted insulin-like growth factor 1 (IGF-1) concentration greater than the upper limit
of normal (ULN), AND

e The treatment must be after failure to achieve biochemical control with a maximum indicated dose of either 30 mg
octreotide LAR or 120 mg lanreotide ATG every 28 days for 24 weeks; unless contraindicated or not tolerated according
to the TGA approved Product Information, AND

e The treatment must not be given concomitantly with PBS-subsidised pegvisomant.

Population criteria:

o Patient must be at least 18 years of age.

If treatment with either octreotide or lanreotide is contraindicated according to the relevant TGA-approved Product

Information, the application must provide details of contraindication.

If intolerance to either octreotide or lanreotide treatment developed during the relevant period of use which is of a severity to

necessitate withdrawal of the treatment, the application must provide details of the nature and severity of this intolerance.

Failure to achieve biochemical control after completion of a prior therapy with either octreotide or lanreotide is defined as:

1) Growth hormone level greater than 1 mcg/L or 3 mIU/L; OR

2) IGF-1 level is greater than the age- and sex-adjusted ULN.

In a patient treated with radiotherapy, pasireotide should be withdrawn every 2 years in the 10 years after completion of

radiotherapy for assessment of remission. Pasireotide should be withdrawn at least 8 weeks prior to the assessment of

remission.

Biochemical evidence of remission is defined as:

1) Growth hormone (GH) levels of less than 1 mcg/L or 3 mIU/L; OR

2) normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1)

The authority application must be made in writing and must include:

a) details of the proposed prescription; and

b) a completed Acromegaly PBS Authority Application - Supporting Information Form; and

c) in a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy
must be provided; the date and result of GH or IGF-1 levels taken at the most recent two yearly assessment in the 10 years
after completion of radiotherapy must be provided; and

d) a recent result of GH or IGF-1 levels must be provided.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Acromegaly

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
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e The treatment must not be given concomitantly with PBS-subsidised pegvisomant.

Population criteria:

o Patient must be at least 18 years of age.

In a patient treated with radiotherapy, pasireotide should be withdrawn every 2 years in the 10 years after completion of

radiotherapy for assessment of remission. Pasireotide should be withdrawn at least 8 weeks prior to the assessment of
remission.

Biochemical evidence of remission is defined as:
1) Growth hormone (GH) levels of less than 1 mcg/L or 3 mIU/L; OR
2) normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1)
In a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy and
the GH and IGF-1 levels taken at the most recent two yearly assessment in the 10 years after completion of radiotherapy
must be provided at the time of approval.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

pasireotide (as embonate) 20 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1
pack
10880P Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 0.00 *7459.24 Signifor LAR [RJ]

pasireotide (as embonate) 40 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1
pack

10884W Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
2 5 0.00 *7459.24 Signifor LAR [RJ]

pasireotide (as embonate) 60 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1
pack

10887B Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
2 5 000  *7459.24  Signifor LAR [RJ]

"PEGVISOMANT

Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Acromegaly

Treatment Phase: Initial treatment

Clinical criteria:

» Patient must not have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must have an age- and sex-adjusted insulin-like growth factor 1 (IGF-1) concentration greater than the upper limit
of normal (ULN), AND

e The treatment must be after failure to achieve biochemical control with a maximum indicated dose of either 30 mg
octreotide LAR or 120 mg lanreotide ATG every 28 days for 24 weeks; unless contraindicated or not tolerated according
to the TGA approved Product Information, AND

e The treatment must not be given concomitantly with a PBS-subsidised somatostatin analogue.

Somatostatin analogues include octreotide, lanreotide and pasireotide

Failure to achieve biochemical control after completion of a prior therapy with either octreotide or lanreotide is defined as:

1) Growth hormone level greater than 1 mcg/L or 3 mIU/L; OR

2) IGF-1 level is greater than the age- and sex-adjusted ULN.

If treatment with either octreotide or lanreotide is contraindicated according to the relevant TGA-approved Product

Information, the application must provide details of contraindication.

If intolerance to either octreotide or lanreotide treatment developed during the relevant period of use which is of a severity to

necessitate withdrawal of the treatment, the application must provide details of the nature and severity of this intolerance.

In a patient treated with radiotherapy, pegvisomant should be withdrawn every 2 years in the 10 years after completion of

radiotherapy for assessment of remission. Pegvisomant should be withdrawn at least 8 weeks prior to the assessment of

remission.

Biochemical evidence of remission is defined as normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1).

Two completed authority prescriptions should be submitted with the initial application for this drug. One prescription should

be for the loading dose of 80 mg for a quantity of 4 vials of 20 mg with no repeats. The second prescription should be for

subsequent doses, starting from 10 mg daily, and allowing dose adjustments in increments of 5 mg based on serum IGF-1
levels measured every 4 to 6 weeks in order to maintain the serum IGF-1 level within the age-adjusted normal range based
on the dosage recommendations in the TGA-approved Product Information.

The authority application must be made in writing and must include:

a) details of the proposed prescription(s); and

b) a completed Acromegaly Pegvisomant initial PBS Authority Application - Supporting Information Form; and
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c) in a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy,
the date and result of IGF-1 levels taken at the most recent two yearly assessment in the 10 years after completion of
radiotherapy; and

d) a recent result of the IGF-1 level and the date of assessment ; and

e) demonstration of failure to achieve biochemical control after completion of a prior therapy with either octreotide or
lanreotide

No increase in the maximum quantity or number of units may be authorised for the loading dose.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

pegvisomant 20 mg injection [1 vial] (&) inert substance diluent [1 syringe], 1 pack
11166Q Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

4 0 0.00 *559.72  Somavert [PF]

"PEGVISOMANT

Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Acromegaly

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must not have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must have an age- and sex-adjusted insulin-like growth factor 1 (IGF-1) concentration greater than the upper limit
of normal (ULN), AND

¢ The treatment must be after failure to achieve biochemical control with a maximum indicated dose of either 30 mg
octreotide LAR or 120 mg lanreotide ATG every 28 days for 24 weeks; unless contraindicated or not tolerated according
to the TGA approved Product Information, AND

e The treatment must not be given concomitantly with a PBS-subsidised somatostatin analogue.

Somatostatin analogues include octreotide, lanreotide and pasireotide

Failure to achieve biochemical control after completion of a prior therapy with either octreotide or lanreotide is defined as:

1) Growth hormone level greater than 1 mcg/L or 3 mIU/L; OR

2) IGF-1 level is greater than the age- and sex-adjusted ULN.

If treatment with either octreotide or lanreotide is contraindicated according to the relevant TGA-approved Product

Information, the application must provide details of contraindication.

If intolerance to either octreotide or lanreotide treatment developed during the relevant period of use which is of a severity to

necessitate withdrawal of the treatment, the application must provide details of the nature and severity of this intolerance.

In a patient treated with radiotherapy, pegvisomant should be withdrawn every 2 years in the 10 years after completion of

radiotherapy for assessment of remission. Pegvisomant should be withdrawn at least 8 weeks prior to the assessment of

remission.

Biochemical evidence of remission is defined as normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1).

Two completed authority prescriptions should be submitted with the initial application for this drug. One prescription should

be for the loading dose of 80 mg for a quantity of 4 vials of 20 mg with no repeats. The second prescription should be for

subsequent doses, starting from 10 mg daily, and allowing dose adjustments in increments of 5 mg based on serum IGF-1

levels measured every 4 to 6 weeks in order to maintain the serum IGF-1 level within the age-adjusted normal range based

on the dosage recommendations in the TGA-approved Product Information.

The authority application must be made in writing and must include:
a) details of the proposed prescription(s); and
b) a completed Acromegaly Pegvisomant initial PBS Authority Application - Supporting Information Form; and

c) in a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy,
the date and result of IGF-1 levels taken at the most recent two yearly assessment in the 10 years after completion of
radiotherapy; and

d) a recent result of the IGF-1 level and the date of assessment ; and

e) demonstration of failure to achieve biochemical control after completion of a prior therapy with either octreotide or
lanreotide

No increase in the maximum quantity or number of units may be authorised for the loading dose.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Acromegaly

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

e The treatment must not be given concomitantly with a PBS-subsidised somatostatin analogue, AND

e The treatment must cease if IGF-1 is not lower after 3 months of pegvisomant treatment at the maximum tolerated dose.
Somatostatin analogues include octreotide, lanreotide and pasireotide

In a patient treated with radiotherapy, pegvisomant should be withdrawn every 2 years in the 10 years after completion of
radiotherapy for assessment of remission. Pegvisomant should be withdrawn at least 8 weeks prior to the assessment of
remission.

Biochemical evidence of remission is defined as normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1).

In a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy must
be provided; and a copy of IGF-1 level taken at the most recent two yearly assessment in the 10 years after completion of
radiotherapy must be provided at the time of application.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

pegvisomant 10 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
11167R Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 5 0.00 4018.88 Somavert [PF]

pegvisomant 15 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
11172B Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 5 0.00 4018.88 Somavert [PF]

pegvisomant 20 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
11174D Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 4018.88 Somavert [PF]

*RUXOLITINIB

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required (STREAMLINED)

19098

Grade Il to IV acute graft versus host disease (aGVHD)

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must have responding disease compared with baseline after 14 days of treatment demonstrated by either a: (i)
partial response (ii) complete response.

Treatment criteria:

e Must be treated by a specialist medical practitioner; OR

e Must be treated by an authorised prescriber type (non-specialist medical practitioner, nurse practitioner) who is both: (i)
continuing existing therapy with this medicine (i.e. not initiating treatment), (ii) has agreement from the treating specialist
medical practitioner.

Response is defined as attaining a complete or partial response as assessed by Mount Sinai Acute GVHD International

Consortium (MAGIC) criteria (Harris et al., 2016). Note that response is relative to the assessment of organ function affected

by aGVHD prior to commencing initial treatment with ruxolitinib.

(a) complete response is defined as a score of 0 for the aGVHD grade in all evaluable organs, indicating a complete

resolution of all signs and symptoms of aGVHD, without the administration of any additional systemic therapies for any

earlier progression, mixed response or non-response of aGVHD.

(b) partial response is defined as an improvement of one stage, in at least one of the evaluable organs involved with aGVHD

signs or symptoms, without disease progression in other organs or sites and without the administration of additional

systemic therapies for any earlier progression, mixed response, or non-response of aGVHD.
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The assessment of response must be documented in the patient's medical records.

Tapering the dose of corticosteroids should be considered in patients with responding disease. Following successful
tapering of corticosteroids, tapering the dose of ruxolitinib can be initiated.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.
ruxolitinib 5 mg tablet, 56
13244C Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
[NP] 1 5 0.00 2305.49  Jakavi [NV]

ruxolitinib 10 mg tablet, 56
13231J Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
NP 1 5 0.00 4561.74  Jakavi [NV]

*TEZEPELUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
(4) Swapping therapy within the same treatment cycle.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.
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However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

For copies of the ACQ and the calculation sheets please contact AstraZeneca Medical Information on 1800 805 342.
Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

No increase in the maximum quantity or number of units may be authorised.

No increase in the maximum number of repeats may be authorised.

Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (i) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

o Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to this biological medicine is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline,

OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5.

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to

the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the

prior course of treatment or the assessment of oral corticosteroid dose, should be made from 20 weeks after the first dose of

PBS-subsidised dose of this drug under this restriction so that there is adequate time for a response to be demonstrated and

for the application for continuing therapy to be processed.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug and

should be conducted within 4 weeks of the last dose of biological medicine.
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Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the
patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine
whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to
receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following information must be provided at the time of application and must be documented in the patient's medical
records:

(a) if applicable, details of maintenance oral corticosteroid dose; and
(b) a completed Asthma Control Questionnaire (ACQ-5) score.
Tezepelumab 210 mg/1.91 mL injection, 1.91 mL pen device
15364P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 1721.02  Tezspire [AP]

*TEZEPELUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
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However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact AstraZeneca Medical Information on 1800 805 342.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle

following a break in PBS-subsidised biological medicine therapy)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

¢ Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

o Patient must have a duration of asthma of at least 1 year, AND
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¢ Patient must have blood eosinophil count of at least 300 cells per microlitre in the 12 months prior to initiating treatment
with this drug; OR

e Patient must have blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the 12 months prior to initiating treatment with this drug; OR

e Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured in the 12 months prior to
initiating treatment with this drug that has past or current evidence of atopy, documented by either: (i) skin prick testing;
or (ii) an in vitro measure of specific IgE, AND

¢ Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the month prior to initiating this drug,

AND

(b) while receiving optimised asthma therapy in the 12 months prior to initiating this drug, experienced at least 1 admission

to hospital for a severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic

corticosteroids (oral corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids)

prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for

the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless

the patient is currently on a treatment break.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same

treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request up to 7 repeats to provide for an initial course of

tezepelumab sufficient for up to 32 weeks of therapy, at a dose of 210 mg every four weeks.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal
to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and

(d) Asthma Control Questionnaire (ACQ-5) score; and

(e) if applicable, the eosinophil count and date; and

(f) if applicable, the IgE result and date.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Highly Specialised Drugs Program (Private Hospital) 137



Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (i) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

e Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

« Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

¢ Patient must have had a blood eosinophil count of at least 300 cells per microlitre and that is no older than 12 months
immediately prior to commencing biological medicine treatment for severe asthma; OR

¢ Patient must have had a blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids and that is no older than 12 months immediately prior to commencing biological medicine treatment for
severe asthma; OR

o Patient must have each of: i) total serum human immunoglobulin E of at least 30 IlU/mL measured no more than 12
months prior to initiating treatment with a biological medicine for severe asthma, ii) past or current evidence of atopy,
documented by skin prick testing or an in vitro measure of specific IgE in the past 12 months or in the 12 months prior to
initiating treatment with a biological medicine for severe asthma, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (i) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma who wishes

to change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline
score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this
restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing
therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4
weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this biological medicine.

At the time of the authority application, medical practitioners should request up to 7 repeats to provide for an initial course of
tezepelumab sufficient for up to 32 weeks of therapy, at a dose of 210 mg every four weeks.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the

patient has responded to prior treatment); and

(b) details (treatment, date of commencement, duration of therapy) of prior biological medicine treatment; and

(c) if applicable, the eosinophil count and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on

corticosteroid dose); and

(e) if applicable, the IgE result and date; and

(f) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

therapy).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Grandfathering arrangements - Transitioning from non-PBS to PBS-subsidised supply

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received non-PBS-subsidised treatment with this biological medicine for this PBS indication prior to 1
July 2026, AND

e Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
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patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have had a diagnosis of asthma from at least two physicians experienced in the management of patients
with severe asthma with the details documented in the patient's medical records prior to initiation of non-PBS-subsidised
treatment with this drug for this condition, AND

o Patient must have had a duration of asthma of at least 1 year prior to initiating non-PBS-subsidised treatment with this
drug for this condition, AND

o Patient must have had blood eosinophil count of at least 300 cells per microlitre in the 12 months prior to initiation of non-
PBS-subsidised treatment with this drug for this condition; OR

¢ Patient must have had blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the 12 months prior to initiation of non-PBS-subsidised treatment with this drug for this condition; OR

e Patient must have had total serum human immunoglobulin E of at least 30 IU/mL, measured in the 12 months prior to
initiation of non-PBS subsidised treatment with this drug for this condition that had past or current evidence of atopy,
documented by either: (i) skin prick testing; or (ii) an in vitro measure of specific IgE no more than 12 months prior to
initiation of non-PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must have documented a failure to achieve adequate control with optimised asthma therapy, despite formal
assessment of and adherence to correct inhaler technique, prior to initiating non-PBS-subsidised treatment with this drug
for this condition, AND

o Patient must have demonstrated or sustained an adequate response to treatment with this drug if the patient has
received at least 28 weeks of treatment with this drug for this condition, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the month prior to starting treatment with

this drug, AND

(b) while receiving optimised asthma therapy in the 12 months prior to starting treatment with this drug, experienced at least

1 admission to hospital for a severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of

systemic corticosteroids (oral corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids)

prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for
the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless
the patient is currently on a treatment break.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same

treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request up to 7 repeats to provide for an initial course of

tezepelumab sulfficient for up to 32 weeks of therapy, at a dose of 210 mg every four weeks.

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal

to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(d) Asthma Control Questionnaire (ACQ-5) score; and
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Note

(e) if applicable, the eosinophil count and date; and

(f) if applicable, the IgE result and date.

The authority application must be made in writing and must include:
(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

A patient may qualify for PBS-subsidised treatment under this restriction once only.
This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.

Tezepelumab 210 mg/1.91 mL injection, 1.91 mL pen device
15363N Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 7 0.00 1721.02  Tezspire [AP]

*USTEKINUMAB

Note

Note

Note

Note

TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.

Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or

e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

Biosimilar prescribing policy

Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for targeted therapies, allowing the Government to reinvest in new treatments. Further information
can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -no discharge

e 1 - minimal mucous discharge

¢ 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain
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e 0-no pain

e 1 - mild discomfort

e 2 - moderate discomfort
e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration
e 0 -no induration

e 1 -minimal induration

e 2 - moderate induration
e 3 - substantial induration
e 4 - gross fluctuance/abscess

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 1 (new patient or recommencement of treatment after a break in targeted therapy of more than 12

months)

Clinical criteria:

o Patient must have confirmed Crohn disease, defined by standard clinical, endoscopic and/or imaging features, including
histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND

¢ Patient must have an externally draining enterocutaneous or rectovaginal fistula, AND

¢ The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

o Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and the date

of assessment of the patient's condition must be provided by the prescriber at the time of application and documented in the

patient's medical records.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to

treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as treatment failure.

Where fewer than 2 doses are requested at the time of the application, authority approvals for sufficient treatment based on

the patient's weight to complete dosing at weeks 0 and 8 may be requested through the Balance of supply restriction.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 2 (change or recommencement of treatment after a break in targeted therapy of less than 12

months)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a targeted therapy for this condition in this treatment
cycle; OR

o Patient must have been eligible for prior PBS-subsidised treatment with a targeted therapy for this condition in this
treatment cycle, AND

o Patient must have either: (i) not previously received this drug for this condition in the current treatment cycle, (ii)
previously received this drug and demonstrated/maintained an adequate clinical response, AND

e The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to
treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:
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(a) current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and

the date of assessment of the patient's condition; and

(b) details of the most recent targeted therapy in the current treatment cycle, including the date and duration of treatment.

If a patient was eligible for prior PBS-subsidised treatment with a targeted therapy for this condition but did not receive PBS-

subsidised treatment at the time, the application must provide a declaration that the patient met all 'Initial 1' eligibility

requirements when targeted therapy treatment commenced. The application must also provide details of the baseline scores

of the prior eligibility requirements, including the number of externally draining complex fistulae, fistula symptom grading

scores (discharge/pain/induration) and the date of assessment.

Where fewer than 2 doses are requested at the time of the application, authority approvals for sufficient treatment based on

the patient's weight to complete dosing at weeks 0 and 8 may be requested through the Balance of supply restriction.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-

subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the

Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Balance of supply

Clinical criteria:

o Patient must have received insufficient treatment with this drug for this condition under any relevant initial restriction
(Initial 1 or Initial 2), AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

ustekinumab 130 mg/26 mL injection, 26 mL vial
13804M Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

4 0 0.00 *2292.16 @ Stelara [JC] a Steqeyma [EW]
@ Wezlana [TN]

*VEDOLIZUMAB

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Moderate to severe chronic pouchitis
Treatment Phase: Initial 1 (new patient)
Clinical criteria:

¢ Patient must have undergone ileal pouch anal anastomosis (IPAA) due to ulcerative colitis (UC) at least one year
previously, AND

o Patient must not have previously received PBS-subsidised treatment with this drug for this condition, AND

e The condition must be confirmed based on the patient's symptoms, treatment history and baseline endoscopic
examination of the pouch (pouchoscopy), AND

¢ Patient must have a Modified Pouchitis Disease Activity Index (mPDAI) score of at least 5, AND
e Patient must have a minimum endoscopic mPDAI sub-score of at least 2, AND

o Patient must have had at least 3 recurrent episodes of pouchitis within the previous year each of which was treated with
at least: (i) 2 weeks of antibiotic, (ii) other prescription therapy; OR

¢ The condition must have required maintenance antibiotic therapy taken continuously for at least 4 weeks before
commencing treatment with this drug, AND

e The treatment must be initiated in combination with standard of care antibiotic, AND

¢ Patient must not receive more than 14 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

o Must be treated by a consultant physician [general medicine specialising in gastroenterology].

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition. The patient will be considered not to have responded to treatment if a response assessment is

not completed. A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment is

not considered as treatment failure.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:
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(a) baseline Modified Pouchitis Disease Activity Index (mPDAI) score and endoscopic mPDAI subscore and the date of
assessment; and

(b) details of prior drug therapy for this condition [dosage, date of commencement and duration of therapy].

The prescriber must have excluded secondary causes of pouchitis, for example:

(a) Ischaemia;

b) Crohn's disease (CD) or CD of the pouch;

c) Irritable pouch syndrome;

d) Predominant cuffitis;

e) Pouch stricture or pouch fistula;

f) Active infection;

g) NSAIDs;

(h) Coeliac disease.

Authority Required

Moderate to severe chronic pouchitis

Treatment Phase: Initial 2 (Recommencement of treatment after a break in targeted therapy)

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must have previously received this drug for this condition and demonstrated/maintained an adequate clinical
response, AND

e The treatment must be initiated in combination with standard of care antibiotic, AND

¢ Patient must not receive more than 14 weeks of treatment under this restriction per authority application.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition. The patient will be considered not to have responded to treatment if a response assessment is

not completed. A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment is
not considered as treatment failure.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) details of the most recent targeted therapy for this condition [date of commencement and duration of therapy].
The prescriber must have excluded secondary causes of pouchitis, for example:

(a) Ischaemia;

(b) Crohn's disease (CD) or CD of the pouch;

(c) Irritable pouch syndrome;

(d) Predominant cuffitis;
(
(
(
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e) Pouch stricture or pouch fistula;
f) Active infection;

g) NSAIDs;

(h) Coeliac disease.

Authority Required

Moderate to severe chronic pouchitis
Treatment Phase: Balance of Supply
Clinical criteria:

o Patient must have received insufficient therapy with this drug under the Initial 1 (new patient) restriction to complete 14
weeks of treatment; OR

¢ Patient must have received insufficient therapy with this drug under the Initial 2 (recommencement of treatment after a
break in targeted therapy) to complete 14 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 14 weeks treatment available under the above treatment
phases.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR
o Must be treated by a consultant physician [general medicine specialising in gastroenterology].
Authority Required

Moderate to severe chronic pouchitis

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised targeted therapy treatment for this
condition, AND

o Patient must have demonstrated or sustained a partial or complete response, as determined by the treating clinician, to
the most recent PBS-subsidised course of treatment with this drug for this condition, AND

o Patient must not receive more than 24 weeks of treatment under this restriction per authority application.
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Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR
e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to
sustain a response.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition. The patient will be considered not to have responded to treatment if a response assessment is

not completed. A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment is
not considered as treatment failure.

vedolizumab 300 mg injection, 1 vial
14679N Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 2 0.00 2851.67 Entyvio [TK]
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*ANIFROLUMAB
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Systemic lupus erythematosus

Treatment Phase: Initial treatment

Clinical criteria:

o Patient must have a confirmed and documented diagnosis of systemic lupus erythematosus (SLE) according to the
American College of Rheumatology (ACR)/European League Against Rheumatism (EULAR) SLE Classification Criteria
2019, AND

o Patient must have persistent disease activity as supported by a SLE Disease Activity Index 2000 (SLEDAI-2K) score of at
least 10 points, AND

o Patient must be currently receiving hydroxychloroquine, with treatment received for at least 12 weeks, unless
contraindicated/intolerant necessitating treatment withdrawal, AND

o Patient must be currently receiving immunosuppressant medication, with treatment received for at least 12 weeks, with
either: (i) minimum dose of methotrexate 20 mg per week, (ii) azathioprine 100 mg per day, (iii) mycophenolate 1,000 mg
per day unless contraindicated/intolerant necessitating treatment withdrawal, AND

o Patient must be currently receiving prednisolone or equivalent of at least 7.5 mg per day, with treatment received for at
least 4 weeks, unless contraindicated/intolerant necessitating treatment withdrawal, AND

o Patient must not have either: (i) severe active lupus nephritis, (ii) severe active central nervous system systemic lupus
erythematosus, AND

¢ The treatment must not be used in combination with obinutuzumab.

Treatment criteria:

e Must be treated by a specialist physician experienced in the management of this condition.

If prednisolone or equivalent is contraindicated according to the Therapeutic Goods Administration (TGA)-approved Product

Information or cannot be tolerated of at least 7.5 mg per day, the patient must have received at least 12 weeks of continuous

treatment with each of at least 2 of the following: (i) hydroxychloroquine; (ii) methotrexate at a dose of at least 20 mg per

week; (iii) azathioprine at a dose of at least 100 mg per day; (iv) mycophenolate at a dose of at least 1,000 mg per day.

Where two of: (i) hydroxychloroquine; (ii) methotrexate at a dose of at least 20 mg per week; or (iii) azathioprine at a dose of

at least 100 mg per day; (iv) mycophenolate at a dose of at least 1,000 mg per day, are either contraindicated according to

the relevant TGA-approved Product Information or cannot be tolerated at the doses specified above in addition to having a

contraindication or intolerance to prednisolone or equivalent: at least one of the remaining tolerated therapies must be

trialled at a minimum dose as mentioned above.

If the patient has a contraindication/severe intolerance to each of: (i) prednisolone or equivalent of at least 7.5 mg per day;

(ii) hydroxychloroquine; (iii) methotrexate at a dose of at least 20 mg per week; (iv) azathioprine at a dose of at least 100 mg

per day; (v) mycophenolate at a dose of at least 1,000 mg per day; in such cases, provide details for each of the

contraindications/severe intolerances claimed in the authority application.

The authority application must be made in writing via HPOS form upload or mail and must include:

(a) details of the ACR/EULAR SLE Classification Criteria 2019 confirming diagnosis of SLE;

(b) details (date and score) of the completed SLEDAI-2K score sheet;

(c) details of current systemic therapy used (dosage, date of commencement and duration of therapy including prior

anifrolumab use);

(d) details of contraindication/intolerances to prior therapies (drug name, the degree of toxicity and dose).

All the reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).
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Note SLEDAI-2K can be accessed via Gladman 2002 J. Rheumatol. 29 (2) 288-291 or from AstraZeneca Medical Information on

1800 805 342.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Systemic lupus erythematosus

Treatment Phase: Continuing or recommencement of treatment (within 12 months of a treatment break)

Clinical criteria:

o Patient must have previously been issued with an authority prescription for this drug for this condition, AND

o Patient must be responding to treatment if they have received less than 12 months of treatment with this drug for this
condition; OR

o Patient must have attained a Lupus Low Disease Activity State (LLDAS) and maintained this state while on treatment,
AND

¢ The treatment must not be used in combination with obinutuzumab.

Treatment criteria:

e Must be treated by a specialist physician experienced in the management of this condition.

Lupus Low Disease Activity State (LLDAS) is defined as:

a) Total SLEDAI-2K of not greater than 4, with no major activity in major organ systems (renal, central nervous system

CNS), cardiopulmonary, vasculitis, fever); and

b) No new features of lupus disease activity compared with the previous assessment, and

c) Physician Global Assessment (PGA) of not greater than 1, and

d) Current prednisolone (or equivalent) dose of not greater than 7.5 mg daily, and

e) Well tolerated standard maintenance doses of anti-malarial and immunosuppressive drugs are allowed.

Where retreatment with anifrolumab after a break in PBS-subsidised treatment with anifrolumab is being sought, the date of

cessation of the previous treatment course with anifrolumab must be included in the application. Recommencement of
treatment with anifrolumab for severe SLE is within 12 months from the date that treatment was ceased.

Py

Note SLEDAI-2K can be accessed via Gladman 2002 J. Rheumatol. 29 (2) 288-291 or from AstraZeneca Medical Information on

1800 805 342.

Note PGA can be accessed via Petri 2005 N Engl J Med 353: 2550-8.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

anifrolumab 300 mg/2 mL injection, 2 mL vial
14195D Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 1448.00  Saphnelo [AP]

*AZACITIDINE

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for

at least 6 months following cessation of therapy.

Authority Required

Chronic Myelomonocytic Leukaemia

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must be chronic myelomonocytic leukaemia confirmed through a bone marrow biopsy report and full blood
examination report, AND

e The condition must have 10% to 29% marrow blasts without Myeloproliferative Disorder.

The first authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(a) details (date, unique identifying number/code or provider number) of the bone marrow biopsy report from an Approved

Pathology Authority demonstrating that the patient has chronic myelomonocytic leukaemia; and

(b) details (date, unique identifying number/code or provider number) of the full blood examination report from an Approved

Pathology Authority

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and
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(i) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following reports must be documented in the patient's medical records:

(a) bone marrow biopsy report demonstrating that the patient has chronic myelomonocytic leukaemia; and
(b) full blood examination report

No more than 3 cycles will be authorised under this restriction in a patient's lifetime.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

azacitidine 100 mg injection, 1 vial

9597D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
14 2 0.00 *204.82 2 Azacitidine Accord [OC] @ Azacitidine Dr.Reddy's [RI]
@ Azacitidine Juno [JO] @ Azacitidine MSN [JU]

2 Azacitidine SXP [XN]

*BENRALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
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to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ, please contact AstraZeneca Medical Information on 1800 805 342.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment
Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

¢ Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

¢ Patient must not receive more than 24 weeks of treatment under this restriction.
Population criteria:

o Patient must be aged 12 years or older.

An adequate response to this biological medicine is defined as:
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(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline,

OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from
baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5.

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to
the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the
prior course of treatment or the assessment of oral corticosteroid dose, should be made from 20 weeks after the first dose of
PBS-subsidised dose of this drug under this restriction so that there is adequate time for a response to be demonstrated and
for the application for continuing therapy to be processed.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. This
assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4 weeks
of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the assessment
should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless the patient is
currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will be deemed to
have failed to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the
patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine
whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to
receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.
At the time of the authority application, medical practitioners should request the appropriate number of repeats to provide for
a continuing course of this drug sufficient for up to 24 weeks of therapy.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following information must be provided at the time of application and must be documented in the patient's medical
records:

(a) if applicable, details of maintenance oral corticosteroid dose; and

(b) a completed Asthma Control Questionnaire (ACQ-5) score.

benralizumab 30 mg/mL injection, 1 mL pen device
11995H Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 2 0.00 3145.45 Fasenra Pen [AP]

=BENRALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(ii) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
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Note
Note

Note

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

For copies of the ACQ, please contact AstraZeneca Medical Information on 1800 805 342.

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle
following a break in PBS subsidised biological medicine therapy)

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

e Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
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volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

e Patient must have a duration of asthma of at least 1 year, AND

e Patient must have a blood eosinophil count of at least 300 cells per microlitre in the last 12 months; OR

o Patient must have blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the last 12 months, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for

the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless

the patient is currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will

be deemed to have failed to respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same

treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

At the time of the authority application, medical practitioners should request up to 4 repeats to provide for an initial course of

benralizumab sufficient for up to 32 weeks of therapy, at a dose of 30 mg every 4 weeks for the first three doses (weeks 0,

4, and 8) then 30 mg every eight weeks thereafter.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) if applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal

to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(d) the eosinophil count and date; and

(e) Asthma Control Questionnaire (ACQ-5) score.
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Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,

which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma

Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Authority Required
Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

e Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

« Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

o Patient must have had a blood eosinophil count of at least 300 cells per microlitre and that is no older than 12 months
immediately prior to commencing PBS-subsidised biological medicine treatment for severe asthma; OR

o Patient must have had a blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids and that is no older than 12 months immediately prior to commencing PBS-subsidised biological medicine
treatment for severe asthma, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma who wishes

to change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline

score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this

restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing
therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless
the patient is currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this drug.

At the time of the authority application, medical practitioners should request up to 4 repeats to provide for an initial course

sufficient for up to 32 weeks of therapy, based on a dose of 30 mg every 4 weeks for the first three doses (weeks 0, 4, and

8) then 30 mg every eight weeks thereafter (refer to the TGA-approved Product Information).

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the

patient has responded to prior treatment); and

(b) details (date and duration of treatment) of prior biological medicine treatment; and

(c) eosinophil count and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on

corticosteroid dose); and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

therapy).
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benralizumab 30 mg/mL injection, 1 mL pen device
11994G Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 4 0.00 3145.45 Fasenra Pen [AP]

*DUPILUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or

(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
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Note

Note

Note

Note

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

For copies of the ACQ and the calculation sheets please contact Sanofi Medical Information on 1800 818 806 or
MedInfo.Australia@sanofi.com

Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

o Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to this biological medicine is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline,

OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5.

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to

the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the

prior course of treatment or the assessment of oral corticosteroid dose, should be made from 20 weeks after the first dose of

PBS-subsidised dose of this drug under this restriction so that there is adequate time for a response to be demonstrated

and, for the application for continuing therapy to be processed.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. This

assessment, which will be used to determine eligibility for continuing treatment, should be conducted within 4 weeks of the

last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the assessment should

be provided no later than 2 weeks prior to the patient completing their current treatment course, unless the patient is

currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will be deemed to

have failed to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the

patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine

whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to

receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.

A swapping between 200 mg and 300 mg strengths is not permitted as the respective strengths are PBS approved for

different patient cohorts.
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At the time of the authority application, medical practitioners should request the appropriate number of repeats to provide for
a continuing course of this drug sufficient for up to 24 weeks of therapy.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following information must be provided at the time of application and must be documented in the patient's medical
records:

(a) if applicable, details of maintenance oral corticosteroid dose; and
(b) a completed Asthma Control Questionnaire (ACQ-5) score.
dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes
12318H Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 1609.86  Dupixent [SW]

dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes
12302L Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 5 0.00 1609.86  Dupixent [SW]

*DUPILUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
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However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.
Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.
(6) Monitoring of patients:
Omalizumab only:
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Sanofi Medical Information on 1800 818 806 or
MedInfo.Australia@sanofi.com

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment 1 - (New patient; or Recommencement of treatment in a new treatment cycle following a

break in PBS subsidised biological medicine therapy)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

¢ Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

e Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

o Patient must have a duration of asthma of at least 1 year, AND

o Patient must have been receiving regular maintenance oral corticosteroids (OCS) in the last 6 months with a stable daily
OCS dose of 5 to 35 mg/day of prednisolone or equivalent over the 4 weeks prior to treatment initiation, AND

o Patient must have blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the last 12 months; OR

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured in the last 12 months that has
past or current evidence of atopy, documented by either: (i) skin prick testing; (ii) an in vitro measure of specific IgE, AND
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o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes:

(i) Adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS) plus long-acting beta-2 agonist

(LABA) therapy for at least 12 months, unless contraindicated or not tolerated;

AND

(ii) treatment with oral corticosteroids as outlined in the clinical criteria.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for

the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless

the patient is currently on a treatment break.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same

treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

At the time of the authority application, medical practitioners should request up to 8 repeats to provide for an initial course of

dupilumab sufficient for up to 32 weeks of therapy, at a dose of 600 mg as an initial dose, followed by 300 mg every 2 weeks

thereafter.

A swapping between 200 mg and 300 mg strengths is not permitted as the respective strengths are PBS approved for

different patient cohorts.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal

to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(d) Asthma Control Questionnaire (ACQ-5) score; and

(e) if applicable, the eosinophil count and date; and

(f) if applicable, the IgE result and date.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).
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Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

¢ Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

¢ Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

e Patient must have had a blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids and that is no older than 12 months immediately prior to commencing PBS-subsidised biological medicine
treatment for severe asthma; OR

e Patient must have each of: (i) total serum human immunoglobulin E of at least 30 IU/mL measured no more than 12
months prior to initiating PBS-subsidised treatment with a biological medicine for severe asthma, (ii) past or current
evidence of atopy, documented by skin prick testing or an in vitro measure of specific IgE in the past 12 months or in the
12 months prior to initiating PBS-subsidised treatment with a biological medicine for severe asthma, AND

o Patient must have received regular maintenance oral corticosteroids (OCS) in the last 6 months with a stable daily OCS
dose of 5 to 35 mg/day of prednisolone or equivalent over the 4 weeks prior to treatment initiation, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma who wishes

to change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline

score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this

restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing

therapy to be processed.

This assessment at around 28 weeks, which will be used to determine eligibility for the first continuing treatment, should be

conducted within 4 weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing

treatment, the assessment should be provided no later than 2 weeks prior to the patient completing their current treatment

course, unless the patient is currently on a treatment break. Where a response assessment is not undertaken and provided,

the patient will be deemed to have failed to respond to treatment with this biological medicine.

At the time of the authority application, medical practitioners should request up to 8 repeats to provide for an initial course of

dupilumab sufficient for up to 32 weeks of therapy at a dose of 600 mg as an initial dose, followed by 300 mg every 2 weeks

thereafter.

A swapping between 200 mg and 300 mg strengths is not permitted as the respective strengths are PBS approved for

different patient cohorts.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the

patient has responded to prior treatment); and

(b) details (treatment, date of commencement, duration of therapy) of prior biological medicine treatment; and

(c) if applicable, the eosinophil count and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on

corticosteroid dose); and

(e) if applicable, the IgE result and date; and

(f) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

therapy).
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dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes
12293B Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 8 0.00 1609.86 Dupixent [SW]

*DUPILUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or

(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
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Note

Note

Note

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

For copies of the ACQ and the calculation sheets please contact Sanofi Medical Information on 1800 818 806 or
MedInfo.Australia@sanofi.com

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment 1 - (New patient; or Recommencement of treatment in a new treatment cycle following a

break in PBS subsidised biological medicine therapy)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

¢ Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

o Patient must have a duration of asthma of at least 1 year, AND

e Patient must have a blood eosinophil count of at least 300 cells per microlitre in the last 12 months; OR

o Patient must have blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the last 12 months; OR

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured in the last 12 months that has
past or current evidence of atopy, documented by either: (i) skin prick testing; (ii) an in vitro measure of specific IgE, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

o Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:
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(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a
severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral
corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.
The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,
and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of
this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for
the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4
weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the
assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless
the patient is currently on a treatment break.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same
treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

At the time of the authority application, medical practitioners should request up to 8 repeats to provide for an initial course of
dupilumab sufficient for up to 32 weeks of therapy, at a dose of 400 mg as an initial dose, followed by 200 mg every 2 weeks
thereafter.

A swapping between 200 mg and 300 mg strengths is not permitted as the respective strengths are PBS approved for
different patient cohorts.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal
to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and

(d) Asthma Control Questionnaire (ACQ-5) score; and

(e) if applicable, the eosinophil count and date; and

(f) if applicable, the IgE result and date.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

¢ Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

o Patient must have had a blood eosinophil count of at least 300 cells per microlitre and that is no older than 12 months
immediately prior to commencing PBS-subsidised biological medicine treatment for severe asthma; OR

¢ Patient must have had a blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids and that is no older than 12 months immediately prior to commencing PBS-subsidised biological medicine
treatment for severe asthma; OR
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¢ Patient must have had a total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months
prior to initiating PBS-subsidised treatment with a biological medicine for severe asthma, that has past or current
evidence of atopy, documented by either: (i) skin prick testing; (ii) an in vitro measure of specific IgE, AND

o Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma who wishes

to change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline

score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this

restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing

therapy to be processed.

This assessment at around 28 weeks, which will be used to determine eligibility for the first continuing treatment, should be

conducted within 4 weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing

treatment, the assessment should be provided no later than 2 weeks prior to the patient completing their current treatment

course, unless the patient is currently on a treatment break. Where a response assessment is not undertaken and provided,

the patient will be deemed to have failed to respond to treatment with this biological medicine.

At the time of the authority application, medical practitioners should request up to 8 repeats to provide for an initial course of

dupilumab sufficient for up to 32 weeks of therapy, at a dose of 400 mg as an initial dose, followed by 200 mg every 2 weeks

thereafter.

A swapping between 200 mg and 300 mg strengths is not permitted as the respective strengths are PBS approved for

different patient cohorts.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the

patient has responded to prior treatment); and

(b) details (treatment, date of commencement, duration of therapy) of prior biological medicine treatment; and

(c) if applicable, the eosinophil count and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on

corticosteroid dose); and

(e) if applicable, the IgE result and date; and

(f) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

therapy).

dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes
12309W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 8 0.00 1609.86  Dupixent [SW]

*DUPILUMAB

Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED

SEVERE ALLERGIC ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
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Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsided biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:

(i) they have not received PBS-subsided treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients (Omalizumab only):

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note Pharmaceutical benefits that have the form dupilumab injection 200 mg/1.14 mL, 2 x 1.14 mL syringes and pharmaceutical
benefits that have the form dupilumab injection 200 mg/1.14 mL, 2 x 1.14 mL pen devices are equivalent for the purposes of
substitution.

Note For copies of the ACQ and the calculation sheets please contact Sanofi Medical Information on 1800 818 806 or
MedInfo.Australia@sanofi.com

Note It is recommended that an application for continuing treatment is submitted at the 28 week assessment, to ensure continuity
of treatment for those patients who meet the continuation criterion for PBS-subsidised treatment with this drug for this
condition.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
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Note
Note

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

No increase in the maximum number of repeats may be authorised.
Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle

following a break in PBS-subsidised biological medicine therapy)

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii)
severe allergic asthma; OR

e Patient must have had a break in treatment from the most recently approved PBS-subsidised biological medicine for
either: (i) severe asthma, (ii) severe allergic asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
paediatric respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) paediatrician or general physician experienced
in the management of patients with severe asthma in consultation with a respiratory physician, defined by at least one of
the following standard clinical features: (a) forced expiratory volume (FEV1) reversibility, (b) airway hyperresponsiveness,
(c) peak expiratory flow (PEF) variability, AND

o Patient must have a duration of asthma of at least 1 year, AND

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of atopy,
documented by skin prick testing or an in vitro measure of specific IgE in the last 12 months; OR

o Patient must have blood eosinophil count of at least 150 cells per microlitre in the last 12 months; OR

o Patient must have a fractional exhaled nitric oxide of at least 20 ppb in the last 12 months, AND

¢ Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

o Patient must be under the care of the same physician for at least 6 months, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Population criteria:

o Patient must be aged 6 to less than 12 years.

Optimised asthma therapy includes:

(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist

(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast,

cromoglycate or nedocromil may be used as an alternative;

AND

(ii) treatment with at least 2 courses of oral or |V corticosteroids (daily or alternate day maintenance treatment courses, or 3-

5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those

specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent

treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application.

The initial IgE assessment, blood eosinophil count or fractional exhaled nitric oxide measurement must be no more than 12

months old at the time of application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) An Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month (for children aged 6

to 10 years it is recommended that the Interviewer Administered version - the ACQ-IA be used),

AND

(b) while receiving optimised asthma therapy in the previous 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) or Asthma Control Questionnaire interviewer administered version

(ACQ-IA) assessment of the patient's response to this initial course of treatment, the assessment of oral corticosteroid dose,
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and the assessment of exacerbation rate should be made at around 28 weeks after the first dose so that there is adequate
time for a response to be demonstrated and for the application for continuing therapy to be processed.
This assessment, which will be used to determine eligibility for continuing treatment, should be submitted within 4 weeks of
the last dose of biological medicine, and no later than 2 weeks prior to the patient completing their current treatment course,
to avoid an interruption to supply. Where a response assessment is not undertaken and submitted, the patient will be
deemed to have failed to respond to treatment with this biological medicine for this condition.
A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further
PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.
A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.
At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of dupilumab of up to 32 weeks.
The authority application must be made in writing and must include:
(1) details of the proposed prescription; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
The following must be provided at the time of application and documented in the patient's medical records:
(a) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and
(b) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and
(c) the IgE, blood eosinophil or the fractional exhaled nitric oxide result and date; and
(d) Asthma Control Questionnaire (ACQ-5) score; or
(e) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)
Clinical criteria:

e Patient must have had a total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of
atopy, documented by skin prick testing or an in vitro measure of specific IgE no more than 12 months prior to initiating
PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma; OR

¢ Patient must have had a blood eosinophil count of at least 150 cells per microlitre no more than 12 months prior to
initiating PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma; OR

e Patient must have had a fractional exhaled nitric oxide of at least 20 ppb no more than 12 months prior to initiating PBS-
subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND
e Patient must be under the care of the same physician for at least 6 months, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine in this treatment cycle for either: (i)
severe asthma, (ii) severe allergic asthma, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition during
the current treatment cycle, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Population criteria:

o Patient must be aged 6 to less than 12 years.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma or severe
allergic asthma who wishes to change therapy to this biological medicine, must be accompanied by the results of an Asthma
Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A) assessment
of the patient's most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made
no more than 4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the
patient will be deemed to have failed to respond to treatment with that previous biological medicine.

An Asthma Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A)
assessment of the patient may be made at the time of application for treatment (to establish a new baseline score), but
should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this restriction
so that there is adequate time for a response to be demonstrated and for the application for the first continuing therapy to be
processed.
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This assessment at around 28 weeks, which will be used to determine eligibility for the first continuing treatment, should be
conducted within 4 weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing
treatment, the assessment should be submitted no later than 2 weeks prior to the patient completing their current treatment
course, unless the patient is currently on a treatment break. Where a response assessment is not undertaken and
submitted, the patient will be deemed to have failed to respond to treatment with this biological medicine.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further
PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of dupilumab sufficient for up to 32 weeks of therapy.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

a) the IgE, blood eosinophil or fractional exhaled nitric oxide result and date; and

b) Asthma Control Questionnaire (ACQ-5) score; or

c) Asthma Control Questionnaire interviewer administered version (ACQ-1A) score.

d) the details of prior biological medicine treatment including the details of date and duration of treatment; and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior
therapy).

—_— e~~~

dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices
14959H Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 7 0.00 1609.86 @ Dupixent [SW]

dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes
15041P Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 7 0.00 1609.86 @ Dupixent [SW]

*DUPILUMAB

Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED

SEVERE ALLERGIC ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(ii) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
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(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsided biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:

(i) they have not received PBS-subsided treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients (Omalizumab only):

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note Pharmaceutical benefits that have the form dupilumab injection 300 mg/2 mL, 2 x 2 mL syringes and pharmaceutical
benefits that have the form dupilumab injection 300 mg/2 mL, 2 x 2 mL pen devices are equivalent for the purposes of
substitution.

Note For copies of the ACQ and the calculation sheets please contact Sanofi Medical Information on 1800 818 806 or
MedInfo.Australia@sanofi.com

Note It is recommended that an application for continuing treatment is submitted at the 28 week assessment, to ensure continuity
of treatment for those patients who meet the continuation criterion for PBS-subsidised treatment with this drug for this
condition.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle
following a break in PBS-subsidised biological medicine therapy)
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Clinical criteria:

e Patient must not have received PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii)
severe allergic asthma; OR

e Patient must have had a break in treatment from the most recently approved PBS-subsidised biological medicine for
either: (i) severe asthma, (ii) severe allergic asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
paediatric respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) paediatrician or general physician experienced
in the management of patients with severe asthma in consultation with a respiratory physician, defined by at least one of
the following standard clinical features: (a) forced expiratory volume (FEV1) reversibility, (b) airway hyperresponsiveness,
(c) peak expiratory flow (PEF) variability, AND

o Patient must have a duration of asthma of at least 1 year, AND

e Patient must have total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of atopy,
documented by skin prick testing or an in vitro measure of specific IgE in the last 12 months; OR

o Patient must have blood eosinophil count of at least 150 cells per microlitre in the last 12 months; OR

o Patient must have a fractional exhaled nitric oxide of at least 20 ppb in the last 12 months, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

¢ Patient must be under the care of the same physician for at least 6 months, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Population criteria:

e Patient must be aged 6 to less than 12 years.

Optimised asthma therapy includes:

(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist

(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast,

cromoglycate or nedocromil may be used as an alternative;

AND

(ii) treatment with at least 2 courses of oral or |V corticosteroids (daily or alternate day maintenance treatment courses, or 3-

5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those

specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent

treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application.

The initial IgE assessment, blood eosinophil count or fractional exhaled nitric oxide measurement must be no more than 12

months old at the time of application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) An Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month (for children aged 6

to 10 years it is recommended that the Interviewer Administered version - the ACQ-IA be used),

AND

(b) while receiving optimised asthma therapy in the previous 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) or Asthma Control Questionnaire interviewer administered version

(ACQ-IA) assessment of the patient's response to this initial course of treatment, the assessment of oral corticosteroid dose,

and the assessment of exacerbation rate should be made at around 28 weeks after the first dose so that there is adequate

time for a response to be demonstrated and for the application for continuing therapy to be processed.

This assessment, which will be used to determine eligibility for continuing treatment, should be submitted within 4 weeks of

the last dose of biological medicine, and no later than 2 weeks prior to the patient completing their current treatment course,

to avoid an interruption to supply. Where a response assessment is not undertaken and submitted, the patient will be
deemed to have failed to respond to treatment with this biological medicine for this condition.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further

PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number

of repeats to provide for an initial course of dupilumab of up to 32 weeks.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and
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(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
The following must be provided at the time of application and documented in the patient's medical records:
(a) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and
(b) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and
(c) the IgE, blood eosinophil or the fractional exhaled nitric oxide result and date; and
(d) Asthma Control Questionnaire (ACQ-5) score; or
(e) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)
Clinical criteria:

e Patient must have had a total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of
atopy, documented by skin prick testing or an in vitro measure of specific IgE no more than 12 months prior to initiating
PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma; OR

e Patient must have had a blood eosinophil count of at least 150 cells per microlitre no more than 12 months prior to
initiating PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma; OR

o Patient must have had a fractional exhaled nitric oxide of at least 20 ppb no more than 12 months prior to initiating PBS-
subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND
o Patient must be under the care of the same physician for at least 6 months, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine in this treatment cycle for either: (i)
severe asthma, (ii) severe allergic asthma, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition during
the current treatment cycle, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Population criteria:

e Patient must be aged 6 to less than 12 years.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma or severe

allergic asthma who wishes to change therapy to this biological medicine, must be accompanied by the results of an Asthma

Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A) assessment

of the patient's most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made

no more than 4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the
patient will be deemed to have failed to respond to treatment with that previous biological medicine.

An Asthma Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A)

assessment of the patient may be made at the time of application for treatment (to establish a new baseline score), but

should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this restriction
so that there is adequate time for a response to be demonstrated and for the application for the first continuing therapy to be
processed.

This assessment at around 28 weeks, which will be used to determine eligibility for the first continuing treatment, should be

conducted within 4 weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing

treatment, the assessment should be submitted no later than 2 weeks prior to the patient completing their current treatment
course, unless the patient is currently on a treatment break. Where a response assessment is not undertaken and
submitted, the patient will be deemed to have failed to respond to treatment with this biological medicine.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further

PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number

of repeats to provide for an initial course of dupilumab sufficient for up to 32 weeks of therapy.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).
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The following must be provided at the time of application and documented in the patient's medical records:

a) the IgE, blood eosinophil or fractional exhaled nitric oxide result and date; and

b) Asthma Control Questionnaire (ACQ-5) score; or

c) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.

d) the details of prior biological medicine treatment including the details of date and duration of treatment; and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior
therapy).

—_— e~~~

dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices
14964N Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 3 0.00 1609.86 @ Dupixent [SW]

dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes
15032E Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 3 0.00 1609.86 @ Dupixent [SW]

*INFLIXIMAB

Note

Note

TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.
Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

¢ an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:
(i) Discharge

e 0 -no discharge

¢ 1 - minimal mucous discharge

e 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-no pain

e 1 - mild discomfort
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e 2 - moderate discomfort

e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0 -no induration

e 1 -minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note Authority applications for increased quantities may be approved by Services Australia to provide sufficient doses for the
relevant treatment phase.
Note No increase in the maximum number of repeats may be authorised.

Authority Required (STREAMLINED)

19207

Complex refractory Fistulising Crohn disease

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received this drug (in any form) as their most recent course of PBS-subsidised targeted therapy
treatment for this condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND

¢ Patient must not receive more than 24 weeks of treatment under this restriction per authority application.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

An adequate response is defined as:

(a) a decrease from baseline in the number of open draining fistulae of greater than or equal to 50%; and/or

(b) a marked reduction in drainage of all fistula(e) from baseline, together with less pain and induration as reported by the

patient.

The measurement of response to the prior course of therapy must be documented in the patient's medical notes.

Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to

sustain a response.

If a patient does not demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity

resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

A maximum quantity to provide for each continuing course of this drug consisting of 3 doses at 5 mg per kg body weight per

dose will be authorised.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-

subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the

Initial 1 treatment restriction.

infliximab 100 mg injection, 1 vial

11423F Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
5 2 0.00 *930.80 * Inflectra [PF] @ Ixifi [FZ]
2 Remsima [EW] @ Renflexis [0Q]
=INFLIXIMAB

Note TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE
The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.
A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.
Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.
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Note

Note

Note

Note

Note

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or
e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

Biosimilar prescribing policy

Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for targeted therapies, allowing the Government to reinvest in new treatments. Further information
can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -no discharge

e 1 - minimal mucous discharge

e 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain

e 0-no pain

e 1 - mild discomfort

e 2 - moderate discomfort

e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration

e 0-no induration

e 1 -minimal induration

e 2 - moderate induration

e 3 - substantial induration

e 4 - gross fluctuance/abscess

Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority applications for increased quantities/repeats may be approved by Services Australia to provide sufficient doses for
the relevant treatment phase.

Authority Required
Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 1 (new patient or recommencement of treatment after a break in targeted therapy of more than 12
months)

Clinical criteria:

e Patient must have confirmed Crohn disease, defined by standard clinical, endoscopic and/or imaging features, including
histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND

o Patient must have an externally draining enterocutaneous or rectovaginal fistula, AND

e The treatment must not exceed a total of 3 doses to be administered at weeks 0, 2 and 6 under this restriction.
Treatment criteria:

e Must be treated by a gastroenterologist; OR

o Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].
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The number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and the date
of assessment of the patient's condition must be provided by the prescriber at the time of application and documented in the
patient's medical records.

A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg
body weight per dose to be administered at weeks 0, 2 and 6, will be authorised.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to
treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 2 (change or recommencement of treatment after a break in therapy of less than 12 months)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a targeted therapy for this condition in this treatment
cycle; OR

« Patient must have been eligible for prior PBS-subsidised treatment with a targeted therapy for this condition in this
treatment cycle, AND

o Patient must have either: (i) not previously received this drug for this condition in the current treatment cycle, (ii)
previously received this drug and demonstrated/maintained an adequate clinical response, AND

e The treatment must not exceed a total of 3 doses to be administered at weeks 0, 2 and 6 under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and
the date of assessment of the patient's condition; and

(b) details of the most recent targeted therapy in the current treatment cycle, including the date and duration of treatment.

If a patient was eligible for prior PBS-subsidised treatment with a targeted therapy for this condition but did not receive PBS-
subsidised treatment at the time, the application must provide a declaration that the patient met all 'Initial 1' eligibility
requirements when targeted therapy treatment commenced. The application must also provide details of the baseline scores
of the prior eligibility requirements, including the number of externally draining complex fistulae, fistula symptom grading
scores (discharge/pain/induration) and the date of assessment.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to
treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg
body weight per dose to be administered at weeks 0, 2 and 6, will be authorised.

If fewer than 2 repeats are requested at the time of the application, authority approvals for sufficient repeats to complete the
3 doses of this drug may be requested through the Balance of supply treatment phase PBS restriction. Under no
circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

Authority Required

Complex refractory Fistulising Crohn disease
Treatment Phase: Continuing treatment
Clinical criteria:

e Patient must have received this drug (in any form) as their most recent course of PBS-subsidised targeted therapy
treatment for this condition, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND
¢ Patient must not receive more than 24 weeks of treatment under this restriction per authority application.
Treatment criteria:

¢ Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

¢ Must be treated by a consultant physician [general medicine specialising in gastroenterology].

An adequate response is defined as:

(a) a decrease from baseline in the number of open draining fistulae of greater than or equal to 50%; and/or

(b) a marked reduction in drainage of all fistula(e) from baseline, together with less pain and induration as reported by the
patient.
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The current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and
the date of assessment of the patient's condition must be provided by the prescriber at the time of application and
documented in the patient's medical records.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to
treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to
sustain a response.

A maximum quantity and number of repeats to provide for each continuing course of this drug consisting of 3 doses at 5 mg
per kg body weight per dose to be administered every 8 weeks will be authorised.

If fewer than 2 repeats are requested at the time of the application, authority approvals for sufficient repeats to complete the
3 doses of this drug may be requested through the Balance of supply treatment phase PBS restriction. Under no
circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease
Treatment Phase: Balance of supply
Clinical criteria:

o Patient must have received insufficient treatment with this drug for this condition under any relevant initial or continuing
restriction (Initial 1, Initial 2, or Continuing treatment), AND

e The treatment must provide no more than the balance of up to 16 weeks therapy available under Initial 1 or 2 treatment;
OR

e The treatment must provide no more than the balance of up to 24 weeks therapy available under Continuing treatment.
Treatment criteria:
e Must be treated by a gastroenterologist; OR
e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR
o Must be treated by a consultant physician [general medicine specialising in gastroenterology].
infliximab 100 mg injection, 1 vial

9654D Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 186.16  * Inflectra [PF] @ Ixifi [FZ]
2 Remicade [JC] @ Remsima [EW]

2 Renflexis [0Q]

*LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed:

¢ Revlimid - i-access program;

¢ Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;
e Lenalide - Juno Connected™;

e Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Authority Required

Multiple myeloma

Treatment Phase: Initial treatment with triple therapy (this drug, bortezomib and dexamethasone) for the first 4 treatment

cycles (cycles 1 to 4) administered in a 28-day treatment cycle

Clinical criteria:

e The condition must be newly diagnosed, AND

e The condition must be confirmed by a histological diagnosis, AND

e The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii)) dexamethasone,
AND

e Patient must not have been treated with lenalidomide or bortezomib for this condition, AND

e The treatment must not exceed a total of 4 cycles under this restriction.

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(a) the level of serum monoclonal protein; or
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b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or

d) bone marrow aspirate or trephine - the percentage of plasma cells; or

(
(c) the serum level of free kappa and lambda light chains; or
(
(

e) if present, the size and location of lytic bone lesions (not including compression fractures); or
(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRl or CT-

scan; or

(9) if present, the level of hypercalcaemia, corrected for albumin concentration.
As these parameters will be used to determine response, results for either (a) or (b) or (c) should be provided for all patients.
Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g) should
be stated/declared. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory multiple
myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple myeloma
(current serum M protein less than 10 g per L) must be held on the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

lenalidomide 5 mg capsule, 21

12034J Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 372.75 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 21
12061T Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 488.33 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 15 mg capsule, 21
12026Y Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 588.14 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14592B Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 757.74 2 Lenalide [JU] @ Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
12059Q Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 769.49 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]

Lenalidomide Sandoz [SZ]

Revlimid [BQ]

*LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed:

e Revlimid - i-access program;

¢ Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;

e Lenalide - Juno Connected™;

¢ Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Authority Required
Multiple myeloma
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Treatment Phase: Initial treatment as monotherapy or dual combination therapy with dexamethasone for progressive
disease

Clinical criteria:

e The condition must be confirmed by a histological diagnosis, AND

¢ The treatment must be as monotherapy; OR

e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone, AND

e Patient must have progressive disease after at least one prior therapy, AND

o Patient must have undergone or be ineligible for a primary stem cell transplant.

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg
per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved
free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on
biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by
clinical examination or diagnostic imaging); or

(9) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other
cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) prior treatments including name(s) of drug(s) and date of most recent treatment cycle; and

(3) date of prior stem cell transplant or confirmation of ineligibility for prior stem cell transplant; and

(4) details of the basis of the diagnosis of progressive disease or failure to respond; and

(5) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the

current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(a) the level of serum monoclonal protein; or

b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or

c) the serum level of free kappa and lambda light chains; or

d) bone marrow aspirate or trephine - the percentage of plasma cells; or

e) if present, the size and location of lytic bone lesions (not including compression fractures); or

(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRl or CT-
scan; or

(g) if present, the level of hypercalcaemia, corrected for albumin concentration.

As these parameters will be used to determine response, results for either (a) or (b) or (c) should be provided for all patients.
Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g) should
be stated/declared. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory multiple
myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple myeloma
(current serum M protein less than 10 g per L) must be held in the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

(
(
(
(

Authority Required
Multiple myeloma
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Treatment Phase: Continuing treatment as monotherapy or dual combination therapy with dexamethasone following initial

treatment for progressive disease
Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for relapsed or refractory multiple

myeloma, AND

¢ The treatment must be as monotherapy; OR
¢ The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation

8 a.m. to 5 p.m. Monday to Friday).

lenalidomide 5 mg capsule, 21

5783J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 372.75 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 21
5784K Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 488.33 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 15 mg capsule, 21
5785L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 588.14 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14588T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 757.74 2 Lenalide [JU] @ Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
5786M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 769.49 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]

Lenalidomide Sandoz [SZ]

Revlimid [BQ]

*LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed:

e Revlimid - i-access program;

e Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;

¢ Lenalide - Juno Connected™;

e Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Authority Required
Multiple myeloma

Treatment Phase: Initial treatment in combination with dexamethasone, of newly diagnosed disease in a patient ineligible for

stem cell transplantation
Clinical criteria:

e The condition must be newly diagnosed, AND
e The condition must be confirmed by a histological diagnosis, AND

e Patient must be ineligible for a primary stem cell transplantation, AND
e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of

multiple myeloma, and

(2) confirmation of ineligibility for prior stem cell transplant; and

(3) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,

f), of at least one of the following must be provided:

(a) the level of serum monoclonal protein; or
(b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or
(c) the serum level of free kappa and lambda light chains; or

Highly Specialised Drugs Program (Public Hospital)

177



(d) bone marrow aspirate or trephine - the percentage of plasma cells; or
(e) if present, the size and location of lytic bone lesions (not including compression fractures); or
(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRl or CT-
scan; or
(g) if present, the level of hypercalcaemia, corrected for albumin concentration.
As these parameters will be used to determine response, results for either (a) or (b) or (c) should be provided for all patients.
Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g) should
be stated/provided. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory multiple
myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple myeloma
(current serum M protein less than 10 g per L) must be held on the patient's medical records.
All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Multiple myeloma

Treatment Phase: Continuing treatment until progression in patients initiated on dual combination therapy (this drug and

dexamethasone), or, in patients initiated on triple therapy (this drug, bortezomib and dexamethasone during treatment

cycles 1 up to 8) and are now being treated with treatment cycle 9 or beyond

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this

condition, AND

e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg

per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved

free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on

biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by

clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other

cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation

8 a.m. to 5 p.m. Monday to Friday).

lenalidomide 5 mg capsule, 21

11029L Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 372.75 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 21
11064H Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 488.33 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
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lenalidomide 15 mg capsule, 21

11062F Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 588.14 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14632D Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 757.74 2 Lenalide [JU] @ Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
11041D Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 769.49 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
=LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of lenalidomide being prescribed and dispensed:

¢ Revlimid - i-access program;

e Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;
e Lenalide - Juno Connected™;

e Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Authority Required

Multiple myeloma

Treatment Phase: Initial treatment with lenalidomide monotherapy in newly diagnosed disease

Clinical criteria:

e The treatment must be as monotherapy, AND

e The condition must be confirmed by a histological diagnosis, AND

¢ Patient must have undergone an autologous stem cell transplant (ASCT) as part of frontline therapy for newly diagnosed
multiple myeloma, AND

o Patient must not have progressive disease following autologous stem cell transplant (ASCT).

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of

multiple myeloma; and

(2) the date the autologous stem cell transplant was performed; and

(3) nomination of which disease activity parameters will be used to assess progression.

To enable confirmation of eligibility for treatment, the details (date, unique identifying number/code or provider number) of

the current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items

e, f) of at least one of the following must be provided:

(a) the level of serum monoclonal protein; or

(b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or

(c) the serum level of free kappa and lambda light chains; or

(d) bone marrow aspirate or trephine - the percentage of plasma cells; or

(e) if present, the size and location of lytic bone lesions (not including compression fractures); or

(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRl or CT-

scan; or

(g) if present, the level of hypercalcaemia, corrected for albumin concentration.

As these parameters will be used to determine progression, results for either (a) or (b) or (c) should be provided for all

patients. Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g)

should be stated/declared. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory

multiple myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple

myeloma (current serum M protein less than 10 g per L) must be held in the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(i) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
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Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority Required

Multiple myeloma

Treatment Phase: Continuing treatment with lenalidomide monotherapy following initial treatment with lenalidomide therapy

in newly diagnosed disease

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this

condition, AND

e The treatment must be as monotherapy.

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg

per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved

free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on

biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by

clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other

cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation

8 a.m. to 5 p.m. Monday to Friday).

lenalidomide 5 mg capsule, 28

11967W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 497.00 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 28
11968X Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 651.10 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 15 mg capsule, 28
11964Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 784.18 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
=LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed:

e Revlimid - i-access program;

e Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;
¢ Lenalide - Juno Connected™;

e Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Authority Required

Multiple myeloma

Treatment Phase: Initial treatment with triple therapy (this drug, bortezomib and dexamethasone) for the first 4 treatment
cycles (cycles 1 to 4) administered in a 21-day treatment cycle

Clinical criteria:
e The condition must be newly diagnosed, AND
e The condition must be confirmed by a histological diagnosis, AND
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e The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,
AND

e Patient must not have been treated with lenalidomide or bortezomib for this condition, AND

e The treatment must not exceed a total of 4 cycles under this restriction.

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(a) the level of serum monoclonal protein; or

(b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or
(c) the serum level of free kappa and lambda light chains; or

(d) bone marrow aspirate or trephine - the percentage of plasma cells; or

(e) if present, the size and location of lytic bone lesions (not including compression fractures); or
(

f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRl or CT-
scan; or

(g) if present, the level of hypercalcaemia, corrected for albumin concentration.

As these parameters will be used to determine response, results for either (a) or (b) or (c) should be provided for all patients.
Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g) should
be stated/declared. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory multiple
myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple myeloma
(current serum M protein less than 10 g per L) must be held on the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(i) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required
Multiple myeloma

Treatment Phase: Continuing treatment of triple therapy (this drug, bortezomib and dexamethasone) for treatment cycles 5
to 8 inclusive (administered using 21-day treatment cycles)

Clinical criteria:

o Patient must have received PBS-subsidised treatment with this drug under the treatment phase covering cycles 1 to 4,
AND

e The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,
AND
e The treatment must not exceed a total of 4 cycles under this restriction.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

lenalidomide 5 mg capsule, 14

12035K Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 248.50 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 14
12070G Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 325.55 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
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lenalidomide 15 mg capsule, 14

12012F Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 392.09 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]

lenalidomide 20 mg capsule, 14
14623P Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 3 0.00 505.16 Lenalide [JU]
lenalidomide 25 mg capsule, 14
12019N Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 512.99 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
=LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

Note

Note

teratogenic effect of lenalidomide in humans cannot be ruled out.

Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed:

¢ Revlimid - i-access program;

e Lenalidomide Dr.Reddy's - Reddy-2-Assist Controlled Access Program;

e Lenalide - Juno Connected™;

e Lenalidomide Sandoz - MyCheckPoint Pregnancy Prevention Program.

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Myelodysplastic syndrome

Treatment Phase: Initial treatment

Clinical criteria:

e The treatment must be limited to a maximum duration of 16 weeks, AND

o Patient must be classified as Low risk or Intermediate-1 according to the International Prognostic Scoring System (IPSS),
AND

o Patient must have a deletion 5q cytogenetic abnormality with or without additional cytogenetic abnormalities, AND

e Patient must be red blood cell transfusion dependent.

Classification of a patient as Low risk requires a score of 0 on the IPSS, achieved with the following combination: less than

5% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 0/1 cytopenias.

Classification of a patient as Intermediate-1 requires a score of 0.5 to 1 on the IPSS, achieved with the following possible
combinations:

1. 5%-10% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 0/1 cytopenias; OR

2. less than 5% marrow blasts with intermediate karyotypic status (other abnormalities), and 0/1 cytopenias; OR

3. less than 5% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 2/3 cytopenias; OR
4. less than 5% marrow blasts with intermediate karyotypic status (other abnormalities), and 2/3 cytopenias; OR
5
6
7

. 5%-10% marrow blasts with intermediate karyotypic status (other abnormalities), and 0/1 cytopenias; OR
. 5%-10% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 2/3 cytopenias; OR
. less than 5% marrow blasts with poor karyotypic status (complex, greater than 3 abnormalities), and 0/1 cytopenias.
Classification of a patient as red blood cell transfusion dependent requires that:
(i) the patient has been transfused within the last 8 weeks; and
(i) the patient has received at least 8 units of red blood cell in the last 6 months prior to commencing PBS-subsidised
therapy with lenalidomide; and would be expected to continue this requirement without lenalidomide treatment.
The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:
(a) details (date, unique identifying number/code or provider number) of the bone marrow biopsy report from an Approved
Pathology Authority demonstrating that the patient has myelodysplastic syndrome; and
(b) details (date, unique identifying number/code or provider number) of the full blood examination report; and
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(c) details (date, unique identifying number/code or provider number) of the pathology report and details of the cytogenetics
demonstrating Low risk or Intermediate-1 disease according to the IPSS (note: using Fluorescence in Situ Hybridization
(FISH) to demonstrate MDS -5q is acceptable); and

(d) details of transfusion requirements including: (i) the date of most recent transfusion and the number of red blood cell

units transfused; and (i) the total number of red blood cell units transfused in the 4 and 6 months preceding the date of this

application.

All the reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

Authority Required

Myelodysplastic syndrome

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received PBS-subsidised initial therapy with lenalidomide for myelodysplastic syndrome, AND

o Patient must have achieved and maintained transfusion independence; or at least a 50% reduction in red blood cell unit
transfusion requirements compared with the four month period prior to commencing initial PBS-subsidised therapy with
lenalidomide, AND

o Patient must not have progressive disease, AND

e The condition must not have progressed to acute myeloid leukaemia.

The first authority application for continuing supply must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail. Subsequent authority applications for continuing supply may be

made via the Online PBS Authorities System or by telephone.

The following evidence of response must be provided at each application:

(i) a haemoglobin level taken within the last 4 weeks; and

(ii) the date of the last transfusion; and

(i) a statement of the number of units of red cells transfused in the 4 months immediately preceding this application;

All reports must be documented in the patient's medical records.

For first continuing applications, if the application is submitted through HPOS form upload or mail, it must include:

(a) details of the proposed prescription; and

(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

lenalidomide 5 mg capsule, 21

2799H Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 372.75 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
lenalidomide 10 mg capsule, 21
2802L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 488.33 Lenalide [JU] Lenalidomide Dr.Reddy's [RI]
Lenalidomide Sandoz [SZ] Revlimid [BQ]
*MEPOLIZUMAB

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled chronic obstructive pulmonary disease (COPD)

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received PBS-subsidised treatment with this biological medicine for this condition, AND

¢ Patient must have both, achieved and sustained an adequate response to this drug, defined as maintenance (i.e. no

change); or a reduction in the number of moderate and/or severe exacerbation(s) compared to the baseline levels
provided with the initial PBS authority application, AND

¢ The treatment must be in combination with all of: (i) LAMA; (ii) LABA,; (iii) ICS in an optimised triple inhaler therapy, AND
e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine

prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) respiratory physician; (ii) general physician experienced in
the management of patients with this condition.

The following must be provided in each continuing PBS authority application and be documented in the patient's medical

records:
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Note

details of the current number and severity of exacerbations compared to baseline levels provided in the initial authority
application of this treatment cycle including:

(i) number of moderate exacerbations requiring treatment with systemic corticosteroids; and/or
(i) number of moderate exacerbations requiring treatment with antibiotics; and
(iii) number of severe exacerbation(s) which required hospitalisation.

Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority Required

Uncontrolled chronic obstructive pulmonary disease (COPD)

Treatment Phase: Grandfather arrangements - Transitioning from non-PBS to PBS-subsidised supply

Clinical criteria:

o Patient must have previously received non-PBS-subsidised treatment with this drug for this condition prior to 1
September 2026, AND

¢ Patient must have had a blood eosinophil count of at least 300 cells per microlitre in the 12 months prior to commencing
non-PBS-subsidised treatment with this drug for this condition, AND

e Patient must not have achieved, prior to commencing non-PBS-subsidised treatment with this drug for this condition,
adequate control with at least 3 months of optimised triple inhaled therapy consisting of: (i) long-acting muscarinic
antagonist (LAMA); (ii) a long-acting beta-2 agonist (LABA); (iii) an inhaled corticosteroid (ICS), despite formal
assessment of and adherence to correct inhaler technique which has been documented in the patient's medical records,
AND

o Patient must have experienced at least one severe COPD exacerbation, or at least two moderate COPD exacerbations in
the 12 months prior to commencing non-PBS-subsidised treatment with this drug for this condition, AND

e The treatment must be in combination with all of: (i) LAMA; (ii) LABA,; (iii) ICS in an optimised triple inhaler therapy, AND

o Patient must have both, achieved and sustained an adequate response to this drug, defined as maintenance (i.e. no
change); or a reduction in the number of moderate and/or severe exacerbation(s) compared to the baseline levels
provided with this authority application, if they received at least 24 weeks of treatment with this drug for this condition,
AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician; (ii) general physician experienced in
the management of patients with this condition.

For the purpose of administering this restriction, COPD exacerbations in the 12 months prior to commencing non-PBS-

subsidised treatment with this drug for this condition, are defined as experiencing:

(i) at least 1 severe COPD exacerbation which required hospitalisation; and/or

(i) 2 or more moderate COPD exacerbations, of which at least:

(a) one required treatment with systemic corticosteroids; and

(b) one required treatment with systemic corticosteroids or antibiotics.

At least one of the moderate or severe exacerbations must have occurred while the patient was taking all of: (i) LAMA,; (ii)
LABA; and (iii) ICS in an optimised triple inhaler therapy.

The authority application must be via the Online PBS Authorities System, or in writing via HPOS form upload or mail and
must include the following:

(i) the blood eosinophil count and date; AND

(i) details of therapy with a combination of LAMA, LABA and ICS (name of treatment, dosage, date of commencement, and
duration of therapy prior to commencing non-PBS-subsidised treatment with this drug for this condition); AND

(iii) the baseline exacerbation history which includes:

details of the number and severity of COPD exacerbations experienced in the 12 months immediately prior to
commencement of this drug as non-PBS-subsidised therapy for this condition, including:

(a) number of moderate exacerbations requiring treatment with systemic corticosteroids; and/or

(b) number of moderate exacerbations requiring treatment with antibiotics; and

(c) number of severe exacerbations requiring hospitalisation; AND

(iv) the assessment of response to treatment where applicable (for patients who have received at least 24 weeks of
treatment), which includes:

details of the current number and severity of COPD exacerbations, compared with the baseline information supplied in this
authority application, including:

(a) number of moderate exacerbations requiring treatment with systemic corticosteroids; and/or

(b) number of moderate exacerbations requiring treatment with antibiotics; and

(c) number of severe exacerbations requiring hospitalisation.

The details of the number and the severity of COPD exacerbations are to inform the basis of determining if an adequate
response to treatment has been achieved under the continuing treatment restriction.

In addition to stating the above details in the authority application, document them in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and

(i) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
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Note A Grandfathered patient may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-
subsidised treatment, a Grandfathered patient must qualify under the continuing treatment criteria.

Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

mepolizumab 100 mg/mL injection, 1 mL pen device
15511J Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 5 0.00 1556.10 Nucala [GK]

*MEPOLIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
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Note
Note

Note

Note

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

For copies of the ACQ, please contact GlaxoSmithKline Medical Information on 1800 033 109.

Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

» Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

o Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

¢ Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to this biological medicine is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline,

OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5.

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to

the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the

prior course of treatment or the assessment of oral corticosteroid dose, should be made from 20 weeks after the first dose of
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PBS-subsidised dose of this drug under this restriction so that there is adequate time for a response to be demonstrated and
for the application for continuing therapy to be processed.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. This
assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4 weeks
of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the assessment
should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless the patient is
currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will be deemed to
have failed to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the
patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine
whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to
receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.
At the time of the authority application, medical practitioners should request the appropriate number of repeats to provide for
a continuing course of this drug sufficient for up to 24 weeks of therapy.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following information must be provided at the time of application and must be documented in the patient's medical
records:

(a) if applicable, details of maintenance oral corticosteroid dose; and

(b) a completed Asthma Control Questionnaire (ACQ-5) score.

mepolizumab 100 mg/mL injection, 1 mL pen device

12064Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 1556.10 Nucala [GK]
*MEPOLIZUMAB

Note

Note

Note
Note
Note

The length of a break in therapy is measured from the date that the relevant PBS-subsidised medicine listed for this PBS
indication is ceased during the most recent treatment cycle, until the date of the subsequent application for treatment under
a new treatment cycle.

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

No increase in the maximum quantity or number of units may be authorised.

No increase in the maximum number of repeats may be authorised.

Special Pricing Arrangements apply.

Authority Required

Uncontrolled chronic obstructive pulmonary disease (COPD)

Treatment Phase: Initial treatment (New patients; or Recommencement of treatment in a new treatment cycle following a

break in PBS-subsidised biological medicine therapy)

Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition; OR

o Patient must have had at least a 12-month break from the most recently approved PBS-subsidised biological medicine
for this condition, AND

o Patient must have a blood eosinophil count of at least 300 cells per microlitre in the 12 months prior to commencing
treatment with this drug in this treatment cycle, AND

¢ Patient must not have achieved adequate control with at least 3 months of an optimised triple inhaler therapy consisting
of: (i) long-acting muscarinic antagonist (LAMA); (ii) a long-acting beta-2 agonist (LABA); (iii) an inhaled corticosteroid
(ICS), despite formal assessment of and adherence to correct inhaler technique which has been documented in the
patient's medical records, AND

¢ Patient must have experienced at least one severe COPD exacerbation, or at least two moderate COPD exacerbations in
the 12 months prior to commencing treatment with this drug in this treatment cycle, AND

¢ The treatment must be in combination with all of: (i) LAMA, (ii) LABA; (iii) ICS in an optimised triple inhaler therapy, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

e Patient must not receive more than 28 weeks of treatment under this restriction.

Highly Specialised Drugs Program (Public Hospital) 187



Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician; (ii) general physician experienced in
the management of patients with this condition.

For the purpose of administering this restriction, COPD exacerbations in the 12 months prior to starting treatment in this

treatment cycle are defined as experiencing:

(i) at least 1 severe COPD exacerbation which required hospitalisation; and/or

(ii) 2 or more moderate COPD exacerbations, of which at least:

(a) one required treatment with systemic corticosteroids; and

(b) one required treatment with systemic corticosteroids or antibiotics.

At least one of the moderate or severe exacerbations must have occurred while the patient was taking all of: (i) LAMA,; (ii)

LABA; and (iii) ICS in an optimised triple inhaler therapy.

The authority application must be via the Online PBS Authorities System, or in writing via HPOS form upload or mail and
must include the following:
(i) the blood eosinophil count and date; and

(ii) details of the optimised triple inhaler therapy with the combination of LAMA, LABA and ICS (name of treatment, dosage,
date of commencement and duration of therapy); and

(iii) details of the number and severity of COPD exacerbation(s) experienced in the 12 months prior to commencing
treatment with this drug in this treatment cycle including:

(a) number of moderate exacerbations requiring treatment with systemic corticosteroids; and/or

(b) number of moderate exacerbations requiring treatment with antibiotics; and

(c) number of severe exacerbation(s) which required hospitalisation.

The details of the number and the severity of COPD exacerbations are to inform the basis of determining if an adequate
response to treatment has been achieved under the continuing treatment restriction. In addition to stating the above details
in the authority application, document them in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

mepolizumab 100 mg/mL injection, 1 mL pen device
15525D Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 6 0.00 1556.10 Nucala [GK]

*MEPOLIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

188

Schedule of Pharmaceutical Benefits — September 2026



All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.
(6) Monitoring of patients:
Omalizumab only:
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ, please contact GlaxoSmithKline Medical Information on 1800 033 109.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle
following a break in PBS subsidised biological medicine therapy)

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

e Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory

Highly Specialised Drugs Program (Public Hospital) 189



volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

e Patient must have a duration of asthma of at least 1 year, AND

e Patient must have a blood eosinophil count of at least 300 cells per microlitre in the last 12 months; OR

o Patient must have blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the last 12 months, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for

the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless

the patient is currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will

be deemed to have failed to respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same

treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request up to 7 repeats to provide for an initial course of

mepolizumab sufficient for up to 32 weeks of therapy.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) if applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal

to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(d) the eosinophil count and date; and

(e) Asthma Control Questionnaire (ACQ-5) score.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,

which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.
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Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Authority Required
Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

¢ Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

« Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

e Patient must have had a blood eosinophil count of at least 300 cells per microlitre and that is no older than 12 months
immediately prior to commencing PBS-subsidised biological medicine treatment for severe asthma; OR

o Patient must have had a blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids and that is no older than 12 months immediately prior to commencing PBS-subsidised biological medicine
treatment for severe asthma, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma who wishes

to change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline

score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this

restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing
therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless
the patient is currently on a treatment break. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this drug.

At the time of the authority application, medical practitioners should request up to 7 repeats to provide for an initial course

sufficient for up to 32 weeks of therapy.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the

patient has responded to prior treatment); and

(b) details (date and duration of treatment) of prior biological medicine treatment; and

(c) eosinophil count and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on

corticosteroid dose); and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

therapy).

mepolizumab 100 mg/mL injection, 1 mL pen device

12007Y Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 7 0.00 1556.10 Nucala [GK]
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*MEPOLIZUMAB

Note

Note
Note
Note

The length of a break in therapy is measured from the date that the relevant PBS-subsidised medicine listed for this PBS
indication is ceased during the most recent treatment cycle, until the date of the subsequent application for treatment under
a new treatment cycle.

No increase in the maximum quantity or number of units may be authorised.

No increase in the maximum number of repeats may be authorised.

Special Pricing Arrangements apply.

Note

Authority Required

Chronic rhinosinusitis with nasal polyps (CRSwNP)

Treatment Phase: Initial treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) ear nose and throat specialist (ENT), (v) general physician experienced in the management of patients with
CRSwNP.

Clinical criteria:

o Patient must have a diagnosis of CRSWNP confirmed by at least one of: (i) nasal endoscopy, (ii) computed tomography
(CT) scan, with the results documented in the patient's medical records; OR

o Patient must have a diagnosis of CRSWNP from at least two physicians of the above mentioned prescriber types, AND

e Patient must have undergone surgery for the removal of nasal polyps; OR

o Patient must have the written advice from at least two physicians of the above mentioned prescriber types demonstrating
inappropriateness for surgery, AND

o Patient must have, despite optimised nasal polyp therapy, at least two of: (i) bilateral endoscopic nasal polyp score of at
least 5 (out of a maximum score of 8, with a minimum score of 2 in each nasal cavity), (ii) nasal obstruction visual
analogue scale (VAS) score greater than 5 (out of a maximum score of 10), (iii) overall symptom VAS score greater than
7 (out of a maximum score of 10), AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition; OR

e Patient must have had a 12 month break in PBS-subsidised treatment with a biological medicine for this condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must have failed to achieve adequate control with optimised nasal polyp therapy which has been documented,
AND

e Patient must have blood eosinophil count greater than or equal to 300 cells per microlitre in the last 12 months.

Population criteria:

o Patient must be at least 18 years of age.

Optimised nasal polyp therapy includes:

(a) adherence to intranasal corticosteroid therapy for at least 2 months, unless contraindicated or not tolerated

(b) if required, nasal irrigation with saline

Where the patient has a contraindication or intolerance to intranasal corticosteroid therapy, document the reasons for the
contraindication or intolerance in the patient's medical file.

The authority application must be made in writing and must include:

(a) details of the proposed prescription,

(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice),

(c) details (date of commencement and duration of therapy) of prior optimised nasal polyp medicine treatment,

(d) details (date and treatment) of nasal polyp surgery; or

(e) if applicable, details of surgical exception including serious comorbid disease (e.g. cardiovascular, stroke) making the
risk of surgery unacceptable,

(f) the eosinophil count and date,

(9) two of the following, measured within the past 12 months: (i) baseline bilateral endoscopic nasal polyp score, (ii) baseline
nasal obstruction VAS score, (iii) baseline overall VAS score.

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required
Chronic rhinosinusitis with nasal polyps (CRSwNP)
Treatment Phase: Continuing treatment
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Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (i) clinical immunologist, (iii) allergist,
(iv) ear nose and throat specialist (ENT), (v) general physician experienced in the management of patients with
CRSwNP.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must have both demonstrated and sustained an adequate response to this drug, defined as having at least one
of: (i) an improvement in bilateral endoscopic nasal polyp score of at least 1.0 compared to the baseline level provided
with the initial authority application, (ii) an improvement in nasal obstruction visual analogue scale (VAS) score of at least
3.0 compared to the baseline level provided with the initial authority application, (iii) an improvement in overall symptom
VAS score of at least 2.5 compared to the baseline level provided with the initial authority application.

Population criteria:

o Patient must be at least 18 years of age.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

mepolizumab 100 mg/mL injection, 1 mL pen device
13237Q Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 1556.10 Nucala [GK]

=MIDOSTAURIN
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Acute Myeloid Leukaemia

Treatment Phase: Maintenance therapy - Initial treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this
condition, AND

o Patient must have demonstrated complete remission after induction and consolidation chemotherapy in combination with
midostaurin confirmed through a bone marrow biopsy pathology report, AND

o Patient must not be undergoing or have undergone a stem cell transplant, AND

¢ The condition must be internal tandem duplication (ITD) or tyrosine kinase domain (TKD) FMS tyrosine kinase 3 (FLT3)
mutation positive before initiating this drug for this condition confirmed through a pathology report from an Approved
Pathology Authority.

A maximum of 3 cycles will be authorised under this restriction in a lifetime.

Progressive disease monitoring via a complete blood count must be taken at the end of each cycle.

If abnormal blood counts suggest the potential for relapsed AML, a bone marrow biopsy must be performed to confirm the
absence of progressive disease for the patient to be eligible for further cycles.

Progressive disease is defined as the presence of any of the following:

e Leukaemic cells in the CSF;

¢ Re-appearance of circulating blast cells in the peripheral blood, not attributable to overshoot following recovery from
myeloablative therapy;

e Greater than 5 % blasts in the marrow not attributable to bone marrow regeneration or another cause;

e Extramedullary leukaemia.

A patient who has progressive disease when treated with this drug is no longer eligible for PBS-subsidised treatment with

this drug.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(a) confirmation that the patient is not undergoing or has not undergone a stem cell transplant; and
(b) confirmation that the patient does not have progressive disease; and

(c) details (date, unique identifying number/code or provider number) of a recent bone marrow biopsy report from an
Approved Pathology Authority demonstrating that the patient is in complete remission; and

(d) details (date, unique identifying number/code or provider number) of the pathology test demonstrating that the condition
was FMS tyrosine kinase 3 (FLT3) (ITD or TKD) mutation positive prior to commencing midostaurin.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

midostaurin 25 mg capsule, 112
11552B Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 2 0.00 1842274  Rydapt[NV]

*OBINUTUZUMAB
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333.
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Lupus nephritis

Treatment Phase: Subsequent continuing treatment
Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, AND

¢ Patient must not have demonstrated evidence of clinically significant worsening of the condition, confirmed by either: (i)
an increase in urinary protein-to-creatinine ratio (UPCR); or (ii) a reduction in estimated glomerular filtration rate (¢eGFR)
from baseline values, due to persisting active class Il or IV lupus nephritis, based on 2 measurements taken 3 months
apart, AND

e The treatment must be administered with mycophenolate and corticosteroids unless contraindicated/intolerant
necessitating treatment withdrawal, AND

¢ The treatment must not be used in combination with anifrolumab.

Treatment criteria:

e Must be treated by a specialist physician experienced in the management of this condition.

The values for UPCR and eGFR, taken 3 months apart, used to determine the patient's response to treatment, must be

documented in the patient's medical records.

obinutuzumab 1 g/40 mL injection, 40 mL vial
15526E Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 0 0.00 4299.24 Gazyva [RO]

=OBINUTUZUMAB
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333.
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Lupus nephritis

Treatment Phase: Initial treatment

Clinical criteria:

o Patient must have a confirmed diagnosis of active class Il or IV lupus nephritis with or without class V disease, confirmed
by renal biopsy, AND

o Patient must not have severe renal impairment, demonstrated by an estimated glomerular filtration rate (eGFR) less than
30 mL/min/1.73 m?, AND

¢ Patient must have/have had a urinary protein-to-creatinine ratio (UPCR) of at least 113 mg/mmol (equivalent to 1g/g)
prior to initiation of treatment with this drug, AND

e The treatment must be administered with mycophenolate and corticosteroids unless contraindicated/intolerant
necessitating treatment withdrawal, AND

e The treatment must not be used in combination with anifrolumab.
Treatment criteria:
e Must be treated by a specialist physician experienced in the management of this condition.
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The baseline values of the eGFR and UCPR must be documented in the patient's medical records, as it will inform the basis
for determining if worsening of the condition has occurred.

Authority Required

Lupus nephritis

Treatment Phase: First continuing treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition under the initial
treatment restriction, AND

o Patient must not have sustained clinically significant, worsening from baseline values of either: (i) urinary protein-to-
creatinine ratio (UPCRY); and/or (ii) estimated glomerular filtration rate (¢eGFR), as determined by the treating physician,
AND

e The treatment must be administered with mycophenolate and corticosteroids unless contraindicated/intolerant
necessitating treatment withdrawal, AND
e The treatment must not be used in combination with anifrolumab.
Treatment criteria:
e Must be treated by a specialist physician experienced in the management of this condition.
The current values for UPCR and eGFR, used to determine the patient's response to treatment, must be documented in the
patient's medical records.
obinutuzumab 1 g/40 mL injection, 40 mL vial
15510H Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 1 0.00 4299.24 Gazyva [RO]

=OMALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
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Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or

medinfo.phauno@novartis.com

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Authority Required (STREAMLINED)

19214

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

o Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only

applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

For second and subsequent continuing treatment with this drug, a measurement of response to the prior course of therapy

must be documented in the patient's medical records. The Asthma Control Questionnaire (5 item version) assessment of the

patient's response to the prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time
adjusted exacerbation rate should be made from 20 weeks after the first PBS-subsidised dose of this drug under this
restriction so that there is adequate time for a response to be demonstrated.

The following information must be documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and

(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted

exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.
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omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
14947Q Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 102.99 Omlyclo [EW]

omalizumab 150 mg/mL injection, 1 mL syringe
14948R Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 205.98  Omlyclo [EW]

=OMALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
(4) Swapping therapy within the same treatment cycle.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.
Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
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(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or

medinfo.phauno@novartis.com

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma

Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

o Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only

applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to

the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the

prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time adjusted exacerbation rate
should be made from 20 weeks after the first PBS-subsidised dose of this drug under this restriction so that there is
adequate time for a response to be demonstrated.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. Where

a response assessment is not undertaken and provided at the time of application, the patient will be deemed to have failed

to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the

patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine

whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to

receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats

to provide for a continuing course of this biological medicine consisting of the recommended number of doses for the

baseline IgE level and body weight of the patient (refer to the TGA-approved Product Information), sufficient for up to 24

weeks of therapy.

The following information must be provided at the time of application and must be documented in the patient's medical

records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and

(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted

exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.
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omalizumab 300 mg/2 mL injection, 2 mL pen device
14906M Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 5 0.00 418.14 Xolair [NV]

*OMALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or

(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
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A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or

medinfo.phauno@novartis.com

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle

following a break in PBS subsidised biological medicine therapy)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

¢ Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

e Patient must have a duration of asthma of at least 1 year, AND

o Patient must have past or current evidence of atopy that is no more than 1 year old at the time of application that is
documented by either: (i) skin prick testing, (ii) an in vitro measure of specific IgE, AND

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
the time of application, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND
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(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a
severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral
corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.
The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,
and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of
this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for
the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4
weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for severe asthma within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with all eligible biological medicines for severe asthma within
the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of omalizumab consisting of the recommended number of doses for the baseline
IgE level and body weight of the patient (refer to the TGA-approved Product Information) to be administered every 2 or 4
weeks.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details of prior optimised asthma drug therapy (dosage, date of commencement, duration of therapy); and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal
to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and

(d) the IgE result and date; and

(e) Asthma Control Questionnaire (ACQ-5) score.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (i) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

e Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

o Patient must have past or current evidence of atopy, documented by skin prick testing or an in vitro measure of specific
IgE in the past 12 months or in the 12 months prior to initiating PBS-subsidised treatment with a biological medicine for
severe asthma, AND

e Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
initiating PBS-subsidised treatment with a biological medicine for severe asthma, AND

o Patient must not receive more than 32 weeks of treatment under this restriction, AND

¢ The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Highly Specialised Drugs Program (Public Hospital) 201



Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to
change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's
most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than
4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be
deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline
score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this
restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing
therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4
weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this biological medicine.

At the time of the authority application, medical practitioners should request an appropriate maximum quantity based on IgE
level and body weight (refer to the TGA-approved Product Information) to be administered every 2 to 4 weeks and up to 7
repeats to provide for an initial course sufficient for up to 32 weeks of therapy.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the
patient has responded to prior treatment); and

(b) details (date and duration of treatment) of prior biological medicine treatment; and

(c) the IgE results and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on
corticosteroid dose); and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior
therapy).

omalizumab 300 mg/2 mL injection, 2 mL pen device
14885K Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 7 0.00 418.14 Xolair [NV]

*OMALIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
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(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
(4) Swapping therapy within the same treatment cycle.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.
Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.
(6) Monitoring of patients:
Omalizumab only:
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or
medinfo.phauno@novartis.com

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Pharmaceutical benefits that have the form omalizumab 150 mg/mL syringe and pharmaceutical benefits that have the form
omalizumab 150 mg/mL pen device are equivalent for the purposes of substitution.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

¢ Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

¢ The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.
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Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from
baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only
applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to
the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the
prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time adjusted exacerbation rate
should be made from 20 weeks after the first PBS-subsidised dose of this drug under this restriction so that there is
adequate time for a response to be demonstrated.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. Where
a response assessment is not undertaken and provided at the time of application, the patient will be deemed to have failed
to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the
patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine
whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to
receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.
At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats
to provide for a continuing course of this biological medicine consisting of the recommended number of doses for the
baseline IgE level and body weight of the patient (refer to the TGA-approved Product Information), sufficient for up to 24
weeks of therapy.

The following information must be provided at the time of application and must be documented in the patient's medical
records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and

(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted
exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.

omalizumab 150 mg/mL injection, 1 mL syringe
11824H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 205.98 @ Omlyclo [EW]

omalizumab 150 mg/mL injection, 1 mL pen device
14922J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 209.07 @ Xolair [NV]

*OMALIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:
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Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
(4) Swapping therapy within the same treatment cycle.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.
Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.
(6) Monitoring of patients:
Omalizumab only:
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or
medinfo.phauno@novartis.com

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Pharmaceutical benefits that have the form omalizumab 75 mg/0.5 mL syringe and pharmaceutical benefits that have the
form omalizumab 75 mg/0.5 mL pen device are equivalent for the purposes of substitution.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

¢ Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND
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e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only

applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to

the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the

prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time adjusted exacerbation rate
should be made from 20 weeks after the first PBS-subsidised dose of this drug under this restriction so that there is
adequate time for a response to be demonstrated.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug. Where

a response assessment is not undertaken and provided at the time of application, the patient will be deemed to have failed

to respond to treatment with this drug.

Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the

patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine

whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to

receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats

to provide for a continuing course of this biological medicine consisting of the recommended number of doses for the

baseline IgE level and body weight of the patient (refer to the TGA-approved Product Information), sufficient for up to 24

weeks of therapy.

The following information must be provided at the time of application and must be documented in the patient's medical

records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and

(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted

exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.

omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
11835X Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 0.00 102.99 @ Omlyclo [EW] 2 Xolair [NV]

omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
14950W Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 5 0.00 104.54 @ Xolair [NV]

*OMALIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
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There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or
medinfo.phauno@novartis.com

Note Biosimilar prescribing policy
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Pharmaceutical benefits that have the form omalizumab 150 mg/mL syringe and pharmaceutical benefits that have the form
omalizumab 150 mg/mL pen device are equivalent for the purposes of substitution.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001
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Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle
following a break in PBS subsidised biological medicine therapy)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

e Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

o Patient must have a duration of asthma of at least 1 year, AND

¢ Patient must have past or current evidence of atopy that is no more than 1 year old at the time of application that is
documented by either: (i) skin prick testing, (ii) an in vitro measure of specific IgE, AND

e Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
the time of application, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

e Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for
the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will

be deemed to have failed to respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for severe asthma within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines for severe asthma within

the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number

of repeats to provide for an initial course of omalizumab consisting of the recommended number of doses for the baseline

IgE level and body weight of the patient (refer to the TGA-approved Product Information) to be administered every 2 or 4

weeks.
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A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details of prior optimised asthma drug therapy (dosage, date of commencement, duration of therapy); and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal
to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and

(d) the IgE result and date; and

(e) Asthma Control Questionnaire (ACQ-5) score.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

¢ Patient must have past or current evidence of atopy, documented by skin prick testing or an in vitro measure of specific
IgE in the past 12 months or in the 12 months prior to initiating PBS-subsidised treatment with a biological medicine for
severe asthma, AND

¢ Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
initiating PBS-subsidised treatment with a biological medicine for severe asthma, AND

¢ Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline

score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this

restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing

therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this biological medicine.

At the time of the authority application, medical practitioners should request an appropriate maximum quantity based on IgE
level and body weight (refer to the TGA-approved Product Information) to be administered every 2 to 4 weeks and up to 7
repeats to provide for an initial course sufficient for up to 32 weeks of therapy.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and
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(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the
patient has responded to prior treatment); and

(b) details (date and duration of treatment) of prior biological medicine treatment; and

(c) the IgE results and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on
corticosteroid dose); and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior
therapy).

omalizumab 150 mg/mL injection, 1 mL syringe
10109C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 7 0.00 205.98 2 Omlyclo [EW]

omalizumab 150 mg/mL injection, 1 mL pen device
14884J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 7 0.00 209.07 @ Xolair [NV]

*OMALIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
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For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or
medinfo.phauno@novartis.com

Note Biosimilar prescribing policy
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Pharmaceutical benefits that have the form omalizumab 75 mg/0.5 mL syringe and pharmaceutical benefits that have the
form omalizumab 75 mg/0.5 mL pen device are equivalent for the purposes of substitution.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle

following a break in PBS subsidised biological medicine therapy)

Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (i) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

e Patient must be under the care of the same physician for at least 6 months; OR

¢ Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR
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Note

Note

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

e Patient must have a duration of asthma of at least 1 year, AND

o Patient must have past or current evidence of atopy that is no more than 1 year old at the time of application that is
documented by either: (i) skin prick testing, (ii) an in vitro measure of specific IgE, AND

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
the time of application, AND

¢ Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month, AND

(b) while receiving optimised asthma therapy in the past 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for

the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will

be deemed to have failed to respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for severe asthma within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines for severe asthma within

the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number

of repeats to provide for an initial course of omalizumab consisting of the recommended number of doses for the baseline

IgE level and body weight of the patient (refer to the TGA-approved Product Information) to be administered every 2 or 4

weeks.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details of prior optimised asthma drug therapy (dosage, date of commencement, duration of therapy); and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal

to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(d) the IgE result and date; and

(e) Asthma Control Questionnaire (ACQ-5) score.

The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,

which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma

therapy.

Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma

Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);

the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can

obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).
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Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

¢ Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

¢ Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

e Patient must have past or current evidence of atopy, documented by skin prick testing or an in vitro measure of specific

IgE in the past 12 months or in the 12 months prior to initiating PBS-subsidised treatment with a biological medicine for
severe asthma, AND

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
initiating PBS-subsidised treatment with a biological medicine for severe asthma, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline

score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this

restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing

therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will

be deemed to have failed to respond to treatment with this biological medicine.

At the time of the authority application, medical practitioners should request an appropriate maximum quantity based on IgE

level and body weight (refer to the TGA-approved Product Information) to be administered every 2 to 4 weeks and up to 7

repeats to provide for an initial course sufficient for up to 32 weeks of therapy.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(ii) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the

patient has responded to prior treatment); and

(b) details (date and duration of treatment) of prior biological medicine treatment; and

(c) the IgE results and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on

corticosteroid dose); and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

therapy).
omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
10118M Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 7 0.00 102.99 * Omlyclo [EW] 2 Xolair [NV]

omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
14949T Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 7 0.00 104.54 @ Xolair [NV]

*OMALIZUMAB

Caution The omalizumab pen device is not intended for use in children below 12 years of age. For children below 12 years of age
with uncontrolled severe allergic asthma, the omalizumab syringe is the appropriate form for this population.
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Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED
SEVERE ALLERGIC ASTHMA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.
However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
(4) Swapping therapy within the same treatment cycle.
Once initial treatment with the first PBS-subsided biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.
Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:
(i) they have not received PBS-subsided treatment with that particular biological medicine previously; or
(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(iii) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.
(6) Monitoring of patients (Omalizumab only):
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Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note For copies of the ACQ please contact Novartis Medical Information on 1800 671 203 or medinfo.phauno@novartis.com

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.

Authority Required

Uncontrolled severe allergic asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle

following a break in PBS-subsidised biological medicine therapy)

Clinical criteria:

e Patient must not have received PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii)
severe allergic asthma; OR

e Patient must have had a break in treatment from the most recently approved PBS-subsidised biological medicine for
either: (i) severe asthma, (ii) severe allergic asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
paediatric respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) paediatrician or general physician experienced
in the management of patients with severe asthma in consultation with a respiratory physician, defined by at least one of
the following standard clinical features: (a) forced expiratory volume (FEV1) reversibility, (b) airway hyperresponsiveness,
(c) peak expiratory flow (PEF) variability, AND

o Patient must have a duration of asthma of at least 1 year, AND

e Patient must have past or current evidence of atopy, documented by either: (i) skin prick testing, (ii) an in vitro measure
of specific IgE, AND

e Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
the time of application, AND

o Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

o Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 6 to less than 12 years.

Clinical criteria:

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months.

Optimised asthma therapy includes:

(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist

(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast,

cromoglycate or nedocromil may be used as an alternative;

AND

(i) treatment with at least 2 courses of oral or IV corticosteroids (daily or alternate day maintenance treatment courses, or 3-
5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated.

Highly Specialised Drugs Program (Public Hospital) 215



If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those
specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent
treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) An Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month (for children aged 6

to 10 years it is recommended that the Interviewer Administered version - the ACQ-IA be used),

AND

(b) while receiving optimised asthma therapy in the previous 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) or Asthma Control Questionnaire interviewer administered version

(ACQ-IA) assessment of the patient's response to this initial course of treatment, the assessment of oral corticosteroid dose,

and the assessment of exacerbation rate should be made at around 24 weeks after the first dose so that there is adequate

time for a response to be demonstrated and for the application for continuing therapy to be processed.

This assessment, which will be used to determine eligibility for continuing treatment, should be conducted within 4 weeks of

the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will be

deemed to have failed to respond to treatment with this biological medicine for this condition.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further

PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number

of repeats to provide for an initial course of omalizumab of up to 28 weeks, consisting of the recommended number of doses

for the baseline IgE and body weight of the patient (refer to the TGA-approved Product Information) to be administered
every 2 or 4 weeks.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and

(b) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(c) the IgE result and date; and

(d) Asthma Control Questionnaire (ACQ-5) score; or

(e) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.

Authority Required

Uncontrolled severe allergic asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine in this treatment cycle for either: (i)
severe asthma, (ii) severe allergic asthma, AND

e Patient must have had a total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of
atopy, documented by skin prick testing or an in vitro measure of specific IgE no more than 12 months prior to initiating
PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma, AND

e Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 6 to less than 12 years.

Clinical criteria:

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition during
the current treatment cycle.

Treatment criteria:

o Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma or severe

allergic asthma who wishes to change therapy to this biological medicine, must be accompanied by the results of an Asthma

Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A) assessment

of the patient's most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made
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no more than 4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the
patient will be deemed to have failed to respond to treatment with that previous biological medicine.
An Asthma Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A)
assessment of the patient may be made at the time of application for treatment (to establish a new baseline score), but
should be made again around 24 weeks after the first PBS-subsidised dose of this biological medicine under this restriction
so that there is adequate time for a response to be demonstrated and for the application for the first continuing therapy to be
processed.
This assessment at around 24 weeks, which will be used to determine eligibility for the first continuing treatment, should be
conducted within 4 weeks of the last dose of biological medicine. Where a response assessment is not undertaken and
provided, the patient will be deemed to have failed to respond to treatment with this biological medicine.
A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further
PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.
A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.
The length of the break in therapy is measured from the date of the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.
At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of omalizumab of up to 28 weeks, consisting of the recommended number of doses
for the baseline IgE and body weight of the patient (refer to the TGA-approved Product Information) to be administered
every 2 or 4 weeks.
The authority application must be made in writing and must include:
(1) details of the proposed prescription; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
The following must be provided at the time of application and documented in the patient's medical records:
a) the IgE result and date; and
b) Asthma Control Questionnaire (ACQ-5) score; or
c) Asthma Control Questionnaire interviewer administered version (ACQ-1A) score.
d) the details of prior biological medicine treatment including the details of date and duration of treatment; and
(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior
therapy).
omalizumab 150 mg/mL injection, 1 mL syringe
10973M Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 6 0.00 205.98 Omlyclo [EW]

*OMALIZUMAB

Caution The omalizumab pen device is not intended for use in children below 12 years of age. For children below 12 years of age

with uncontrolled severe allergic asthma, the omalizumab syringe is the appropriate form for this population.
Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED

SEVERE ALLERGIC ASTHMA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:

Py
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(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsided biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:

(i) they have not received PBS-subsided treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients (Omalizumab only):

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the accepted toxicities, including severity,
which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised asthma
therapy.

Note For copies of the ACQ please contact Novartis Medical Information on 1800 671 203 or medinfo.phauno@novartis.com

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Biosimilar prescribing policy
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
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Authority Required

Uncontrolled severe allergic asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle

following a break in PBS-subsidised biological medicine therapy)

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii)
severe allergic asthma; OR

¢ Patient must have had a break in treatment from the most recently approved PBS-subsidised biological medicine for
either: (i) severe asthma, (ii) severe allergic asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
paediatric respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) paediatrician or general physician experienced
in the management of patients with severe asthma in consultation with a respiratory physician, defined by at least one of
the following standard clinical features: (a) forced expiratory volume (FEV1) reversibility, (b) airway hyperresponsiveness,
(c) peak expiratory flow (PEF) variability, AND

e Patient must have a duration of asthma of at least 1 year, AND

o Patient must have past or current evidence of atopy, documented by either: (i) skin prick testing, (ii) an in vitro measure
of specific IgE, AND

o Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured no more than 12 months prior to
the time of application, AND

¢ Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 6 to less than 12 years.

Clinical criteria:

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Treatment criteria:

* Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (i)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months.

Optimised asthma therapy includes:

(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist

(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast,

cromoglycate or nedocromil may be used as an alternative;

AND

(ii) treatment with at least 2 courses of oral or |V corticosteroids (daily or alternate day maintenance treatment courses, or 3-

5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those

specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent

treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) An Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month (for children aged 6

to 10 years it is recommended that the Interviewer Administered version - the ACQ-IA be used),

AND

(b) while receiving optimised asthma therapy in the previous 12 months, experienced at least 1 admission to hospital for a

severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral

corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) or Asthma Control Questionnaire interviewer administered version

(ACQ-IA) assessment of the patient's response to this initial course of treatment, the assessment of oral corticosteroid dose,

and the assessment of exacerbation rate should be made at around 24 weeks after the first dose so that there is adequate

time for a response to be demonstrated and for the application for continuing therapy to be processed.

This assessment, which will be used to determine eligibility for continuing treatment, should be conducted within 4 weeks of

the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will be

deemed to have failed to respond to treatment with this biological medicine for this condition.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further

PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.
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At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of omalizumab of up to 28 weeks, consisting of the recommended number of doses
for the baseline IgE and body weight of the patient (refer to the TGA-approved Product Information) to be administered
every 2 or 4 weeks.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and

(b) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(c) the IgE result and date; and

(d) Asthma Control Questionnaire (ACQ-5) score; or

(e) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.

Authority Required

Uncontrolled severe allergic asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine in this treatment cycle for either: (i)
severe asthma, (ii) severe allergic asthma, AND

o Patient must have had a total serum human immunoglobulin E of at least 30 IU/mL with past or current evidence of
atopy, documented by skin prick testing or an in vitro measure of specific IgE no more than 12 months prior to initiating
PBS-subsidised treatment with a biological medicine for either: (i) severe asthma, (ii) severe allergic asthma, AND

o Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 6 to less than 12 years.

Clinical criteria:

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

e Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition during
the current treatment cycle.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

Clinical criteria:
e Patient must be under the care of the same physician for at least 6 months.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma or severe
allergic asthma who wishes to change therapy to this biological medicine, must be accompanied by the results of an Asthma
Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A) assessment
of the patient's most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made
no more than 4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the
patient will be deemed to have failed to respond to treatment with that previous biological medicine.

An Asthma Control Questionnaire (ACQ-5) or Asthma Control Questionnaire interviewer administered version (ACQ-5-1A)
assessment of the patient may be made at the time of application for treatment (to establish a new baseline score), but
should be made again around 24 weeks after the first PBS-subsidised dose of this biological medicine under this restriction
so that there is adequate time for a response to be demonstrated and for the application for the first continuing therapy to be
processed.

This assessment at around 24 weeks, which will be used to determine eligibility for the first continuing treatment, should be
conducted within 4 weeks of the last dose of biological medicine. Where a response assessment is not undertaken and
provided, the patient will be deemed to have failed to respond to treatment with this biological medicine.

A patient who fails to demonstrate a response to treatment with this biological medicine will not be eligible to receive further
PBS-subsidised treatment with this biological medicine for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who
has either failed to achieve or sustain a response to treatment with 2 biological medicines within the same treatment cycle.
The length of the break in therapy is measured from the date of the most recent treatment with a PBS-subsidised biological
medicine was administered until the date of the first application for recommencement of treatment with a biological medicine
under the new treatment cycle.

At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number
of repeats to provide for an initial course of omalizumab of up to 28 weeks, consisting of the recommended number of doses
for the baseline IgE and body weight of the patient (refer to the TGA-approved Product Information) to be administered
every 2 or 4 weeks.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
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The following must be provided at the time of application and documented in the patient's medical records:

a) the IgE result and date; and

b) Asthma Control Questionnaire (ACQ-5) score; or

c) Asthma Control Questionnaire interviewer administered version (ACQ-IA) score.

d) the details of prior biological medicine treatment including the details of date and duration of treatment; and

(e) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

—_— e~~~

therapy).
omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
10967F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 6 0.00 102.99 @ Omlyclo [EW] 2 Xolair [NV]

*PASIREOTIDE EMBONATE

Caution Careful monitoring of patients is mandatory due to high risk of developing hyperglycaemia
Note Special Pricing Arrangements apply.

Authority Required

Acromegaly

Treatment Phase: Initial treatment

Clinical criteria:

« Patient must not have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must have a mean growth hormone (GH) level greater than 1 microgram per litre or 3 mIU/L; OR

e Patient must have an age- and sex-adjusted insulin-like growth factor 1 (IGF-1) concentration greater than the upper limit
of normal (ULN), AND

e The treatment must be after failure to achieve biochemical control with a maximum indicated dose of either 30 mg
octreotide LAR or 120 mg lanreotide ATG every 28 days for 24 weeks; unless contraindicated or not tolerated according
to the TGA approved Product Information, AND

e The treatment must not be given concomitantly with PBS-subsidised pegvisomant.

Population criteria:

o Patient must be at least 18 years of age.

If treatment with either octreotide or lanreotide is contraindicated according to the relevant TGA-approved Product

Information, the application must provide details of contraindication.

If intolerance to either octreotide or lanreotide treatment developed during the relevant period of use which is of a severity to

necessitate withdrawal of the treatment, the application must provide details of the nature and severity of this intolerance.

Failure to achieve biochemical control after completion of a prior therapy with either octreotide or lanreotide is defined as:

1) Growth hormone level greater than 1 mcg/L or 3 mIU/L; OR

2) IGF-1 level is greater than the age- and sex-adjusted ULN.

In a patient treated with radiotherapy, pasireotide should be withdrawn every 2 years in the 10 years after completion of

radiotherapy for assessment of remission. Pasireotide should be withdrawn at least 8 weeks prior to the assessment of

remission.

Biochemical evidence of remission is defined as:

1) Growth hormone (GH) levels of less than 1 mcg/L or 3 mIU/L; OR

2) normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1)

The authority application must be made in writing and must include:

a) details of the proposed prescription; and

b) a completed Acromegaly PBS Authority Application - Supporting Information Form; and

c) in a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy
must be provided; the date and result of GH or IGF-1 levels taken at the most recent two yearly assessment in the 10 years
after completion of radiotherapy must be provided; and

d) a recent result of GH or IGF-1 levels must be provided.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required

Acromegaly

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

Highly Specialised Drugs Program (Public Hospital) 221



e The treatment must not be given concomitantly with PBS-subsidised pegvisomant.

Population criteria:

o Patient must be at least 18 years of age.

In a patient treated with radiotherapy, pasireotide should be withdrawn every 2 years in the 10 years after completion of

radiotherapy for assessment of remission. Pasireotide should be withdrawn at least 8 weeks prior to the assessment of
remission.

Biochemical evidence of remission is defined as:
1) Growth hormone (GH) levels of less than 1 mcg/L or 3 mIU/L; OR
2) normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1)
In a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy and
the GH and IGF-1 levels taken at the most recent two yearly assessment in the 10 years after completion of radiotherapy
must be provided at the time of approval.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

pasireotide (as embonate) 20 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1
pack
10886Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 0.00 *7410.00  Signifor LAR [RJ]

pasireotide (as embonate) 40 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1
pack

10883T Max.Qty Packs No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
2 5 0.00 *7410.00 Signifor LAR [RJ]

pasireotide (as embonate) 60 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1
pack

10882R Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
2 5 0.00 *7410.00 Signifor LAR [RJ]

"PEGVISOMANT

Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Acromegaly

Treatment Phase: Initial treatment

Clinical criteria:

» Patient must not have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must have an age- and sex-adjusted insulin-like growth factor 1 (IGF-1) concentration greater than the upper limit
of normal (ULN), AND

e The treatment must be after failure to achieve biochemical control with a maximum indicated dose of either 30 mg
octreotide LAR or 120 mg lanreotide ATG every 28 days for 24 weeks; unless contraindicated or not tolerated according
to the TGA approved Product Information, AND

e The treatment must not be given concomitantly with a PBS-subsidised somatostatin analogue.

Somatostatin analogues include octreotide, lanreotide and pasireotide

Failure to achieve biochemical control after completion of a prior therapy with either octreotide or lanreotide is defined as:

1) Growth hormone level greater than 1 mcg/L or 3 mIU/L; OR

2) IGF-1 level is greater than the age- and sex-adjusted ULN.

If treatment with either octreotide or lanreotide is contraindicated according to the relevant TGA-approved Product

Information, the application must provide details of contraindication.

If intolerance to either octreotide or lanreotide treatment developed during the relevant period of use which is of a severity to

necessitate withdrawal of the treatment, the application must provide details of the nature and severity of this intolerance.

In a patient treated with radiotherapy, pegvisomant should be withdrawn every 2 years in the 10 years after completion of

radiotherapy for assessment of remission. Pegvisomant should be withdrawn at least 8 weeks prior to the assessment of

remission.

Biochemical evidence of remission is defined as normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1).

Two completed authority prescriptions should be submitted with the initial application for this drug. One prescription should

be for the loading dose of 80 mg for a quantity of 4 vials of 20 mg with no repeats. The second prescription should be for

subsequent doses, starting from 10 mg daily, and allowing dose adjustments in increments of 5 mg based on serum IGF-1
levels measured every 4 to 6 weeks in order to maintain the serum IGF-1 level within the age-adjusted normal range based
on the dosage recommendations in the TGA-approved Product Information.

The authority application must be made in writing and must include:

a) details of the proposed prescription(s); and

b) a completed Acromegaly Pegvisomant initial PBS Authority Application - Supporting Information Form; and
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c) in a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy,
the date and result of IGF-1 levels taken at the most recent two yearly assessment in the 10 years after completion of
radiotherapy; and

d) a recent result of the IGF-1 level and the date of assessment ; and

e) demonstration of failure to achieve biochemical control after completion of a prior therapy with either octreotide or
lanreotide

No increase in the maximum quantity or number of units may be authorised for the loading dose.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

pegvisomant 20 mg injection [1 vial] (&) inert substance diluent [1 syringe], 1 pack
11177G Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
4 0 0.00 *529.32  Somavert [PF]

"PEGVISOMANT

Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Acromegaly

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must not have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must have an age- and sex-adjusted insulin-like growth factor 1 (IGF-1) concentration greater than the upper limit
of normal (ULN), AND

¢ The treatment must be after failure to achieve biochemical control with a maximum indicated dose of either 30 mg
octreotide LAR or 120 mg lanreotide ATG every 28 days for 24 weeks; unless contraindicated or not tolerated according
to the TGA approved Product Information, AND

e The treatment must not be given concomitantly with a PBS-subsidised somatostatin analogue.

Somatostatin analogues include octreotide, lanreotide and pasireotide

Failure to achieve biochemical control after completion of a prior therapy with either octreotide or lanreotide is defined as:

1) Growth hormone level greater than 1 mcg/L or 3 mIU/L; OR

2) IGF-1 level is greater than the age- and sex-adjusted ULN.

If treatment with either octreotide or lanreotide is contraindicated according to the relevant TGA-approved Product

Information, the application must provide details of contraindication.

If intolerance to either octreotide or lanreotide treatment developed during the relevant period of use which is of a severity to

necessitate withdrawal of the treatment, the application must provide details of the nature and severity of this intolerance.

In a patient treated with radiotherapy, pegvisomant should be withdrawn every 2 years in the 10 years after completion of

radiotherapy for assessment of remission. Pegvisomant should be withdrawn at least 8 weeks prior to the assessment of

remission.

Biochemical evidence of remission is defined as normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1).

Two completed authority prescriptions should be submitted with the initial application for this drug. One prescription should

be for the loading dose of 80 mg for a quantity of 4 vials of 20 mg with no repeats. The second prescription should be for

subsequent doses, starting from 10 mg daily, and allowing dose adjustments in increments of 5 mg based on serum IGF-1

levels measured every 4 to 6 weeks in order to maintain the serum IGF-1 level within the age-adjusted normal range based

on the dosage recommendations in the TGA-approved Product Information.

The authority application must be made in writing and must include:
a) details of the proposed prescription(s); and
b) a completed Acromegaly Pegvisomant initial PBS Authority Application - Supporting Information Form; and

c) in a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy,
the date and result of IGF-1 levels taken at the most recent two yearly assessment in the 10 years after completion of
radiotherapy; and

d) a recent result of the IGF-1 level and the date of assessment ; and

e) demonstration of failure to achieve biochemical control after completion of a prior therapy with either octreotide or
lanreotide

No increase in the maximum quantity or number of units may be authorised for the loading dose.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority Required
Acromegaly
Treatment Phase: Continuing treatment
Clinical criteria:
o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
e The treatment must not be given concomitantly with a PBS-subsidised somatostatin analogue, AND
e The treatment must cease if IGF-1 is not lower after 3 months of pegvisomant treatment at the maximum tolerated dose.
Somatostatin analogues include octreotide, lanreotide and pasireotide
In a patient treated with radiotherapy, pegvisomant should be withdrawn every 2 years in the 10 years after completion of
radiotherapy for assessment of remission. Pegvisomant should be withdrawn at least 8 weeks prior to the assessment of
remission.
Biochemical evidence of remission is defined as normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1).
In a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy must
be provided; and a copy of IGF-1 level taken at the most recent two yearly assessment in the 10 years after completion of
radiotherapy must be provided at the time of application.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

pegvisomant 10 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
11179J Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 5 0.00 3969.64  Somavert [PF]

pegvisomant 15 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
11173C Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer
1 5 0.00 3969.64  Somavert [PF]

pegvisomant 20 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
11181L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 3969.64  Somavert [PF]

=RUXOLITINIB
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required (STREAMLINED)

19147

Grade Il to IV acute graft versus host disease (aGVHD)

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must have responding disease compared with baseline after 14 days of treatment demonstrated by either a: (i)
partial response (ii) complete response.

Treatment criteria:

e Must be treated by a specialist medical practitioner; OR

e Must be treated by an authorised prescriber type (non-specialist medical practitioner, nurse practitioner) who is both: (i)
continuing existing therapy with this medicine (i.e. not initiating treatment), (ii) has agreement from the treating specialist
medical practitioner.

Response is defined as attaining a complete or partial response as assessed by Mount Sinai Acute GVHD International

Consortium (MAGIC) criteria (Harris et al., 2016). Note that response is relative to the assessment of organ function affected

by aGVHD prior to commencing initial treatment with ruxolitinib.

(a) complete response is defined as a score of 0 for the aGVHD grade in all evaluable organs, indicating a complete

resolution of all signs and symptoms of aGVHD, without the administration of any additional systemic therapies for any

earlier progression, mixed response or non-response of aGVHD.

(b) partial response is defined as an improvement of one stage, in at least one of the evaluable organs involved with aGVHD

signs or symptoms, without disease progression in other organs or sites and without the administration of additional

systemic therapies for any earlier progression, mixed response, or non-response of aGVHD.
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The assessment of response must be documented in the patient's medical records.

Tapering the dose of corticosteroids should be considered in patients with responding disease. Following successful
tapering of corticosteroids, tapering the dose of ruxolitinib can be initiated.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

ruxolitinib 5 mg tablet, 56
13238R Max.Qty Packs  No. of Rpts Premium $ DPMQ $

Brand Name and Manufacturer

[NP) 1 5 0.00 2256.25

Jakavi [NV]

ruxolitinib 10 mg tablet, 56
13245D Max.Qty Packs  No. of Rpts Premium$  DPMQ $

Brand Name and Manufacturer

NP 1 5 0.00 4512.50

Jakavi [NV]

*TEZEPELUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(1) Initial treatment:

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(2) Continuing treatment:

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.
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However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(i) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

For copies of the ACQ and the calculation sheets please contact AstraZeneca Medical Information on 1800 805 342.
Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

No increase in the maximum quantity or number of units may be authorised.

No increase in the maximum number of repeats may be authorised.

Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (i) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

o Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to this biological medicine is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline,

OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5.

All applications for second and subsequent continuing treatments with this drug must include a measurement of response to

the prior course of therapy. The Asthma Control Questionnaire (5 item version) assessment of the patient's response to the

prior course of treatment or the assessment of oral corticosteroid dose, should be made from 20 weeks after the first dose of

PBS-subsidised dose of this drug under this restriction so that there is adequate time for a response to be demonstrated and

for the application for continuing therapy to be processed.

The assessment should, where possible, be completed by the same physician who initiated treatment with this drug and

should be conducted within 4 weeks of the last dose of biological medicine.
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Where treatment was ceased for clinical reasons despite the patient experiencing improvement, an assessment of the
patient's response to treatment made at the time of treatment cessation or retrospectively will be considered to determine
whether the patient demonstrated or sustained an adequate response to treatment.

A patient who fails to respond to treatment with this biological medicine for uncontrolled severe asthma will not be eligible to
receive further PBS-subsidised treatment with this biological medicine for severe asthma within the current treatment cycle.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following information must be provided at the time of application and must be documented in the patient's medical
records:

(a) if applicable, details of maintenance oral corticosteroid dose; and
(b) a completed Asthma Control Questionnaire (ACQ-5) score.
Tezepelumab 210 mg/1.91 mL injection, 1.91 mL pen device
15413F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 1671.78 Tezspire [AP]

*TEZEPELUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to
an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(1) Initial treatment:
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(2) Continuing treatment:
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up
to 24 weeks of continuing treatment with that biological medicine providing they have demonstrated an adequate response
to treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses
of up to 24 weeks providing they continue to sustain the response. It is recommended that a patient be reviewed the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
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However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact AstraZeneca Medical Information on 1800 805 342.

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.nationalasthma.org.au);
the assessment and adherence to correct technique should be documented in the patient's medical records. Patients can
obtain support with inhaler technique through their local Asthma Foundation (1800 645 130).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patients; or Recommencement of treatment in a new treatment cycle

following a break in PBS-subsidised biological medicine therapy)

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

¢ Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

o Patient must not have received PBS-subsidised treatment with a biological medicine for severe asthma; OR

o Patient must have had a break in treatment of at least 12 months from the most recently approved PBS-subsidised
biological medicine for severe asthma, AND

o Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have a diagnosis of asthma from at least two physicians experienced in the management of patients with
severe asthma with the details documented in the patient's medical records, AND

o Patient must have a duration of asthma of at least 1 year, AND
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¢ Patient must have blood eosinophil count of at least 300 cells per microlitre in the 12 months prior to initiating treatment
with this drug; OR

e Patient must have blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the 12 months prior to initiating treatment with this drug; OR

e Patient must have total serum human immunoglobulin E of at least 30 IU/mL, measured in the 12 months prior to
initiating treatment with this drug that has past or current evidence of atopy, documented by either: (i) skin prick testing;
or (ii) an in vitro measure of specific IgE, AND

¢ Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and
adherence to correct inhaler technique, which has been documented in the patient's medical records, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the month prior to initiating this drug,

AND

(b) while receiving optimised asthma therapy in the 12 months prior to initiating this drug, experienced at least 1 admission

to hospital for a severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic

corticosteroids (oral corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids)

prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for

the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless

the patient is currently on a treatment break.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same

treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request up to 7 repeats to provide for an initial course of

tezepelumab sufficient for up to 32 weeks of therapy, at a dose of 210 mg every four weeks.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal
to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and
treatment); and

(d) Asthma Control Questionnaire (ACQ-5) score; and

(e) if applicable, the eosinophil count and date; and

(f) if applicable, the IgE result and date.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 2 (Change of treatment)
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Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (i) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must be under the care of the same physician for at least 6 months; OR

o Patient must have been diagnosed by a multidisciplinary severe asthma clinic team, AND

e Patient must have received prior PBS-subsidised treatment with a biological medicine for severe asthma in this treatment
cycle, AND

« Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for severe asthma during
the current treatment cycle, AND

¢ Patient must have had a blood eosinophil count of at least 300 cells per microlitre and that is no older than 12 months
immediately prior to commencing biological medicine treatment for severe asthma; OR

¢ Patient must have had a blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids and that is no older than 12 months immediately prior to commencing biological medicine treatment for
severe asthma; OR

o Patient must have each of: i) total serum human immunoglobulin E of at least 30 IlU/mL measured no more than 12
months prior to initiating treatment with a biological medicine for severe asthma, ii) past or current evidence of atopy,
documented by skin prick testing or an in vitro measure of specific IgE in the past 12 months or in the 12 months prior to
initiating treatment with a biological medicine for severe asthma, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (i) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

An application for a patient who has received PBS-subsidised biological medicine treatment for severe asthma who wishes

to change therapy to this biological medicine, must be accompanied by the results of an ACQ-5 assessment of the patient's

most recent course of PBS-subsidised biological medicine treatment. The assessment must have been made not more than

4 weeks after the last dose of biological medicine. Where a response assessment was not undertaken, the patient will be

deemed to have failed to respond to treatment with that previous biological medicine.

An ACQ-5 assessment of the patient may be made at the time of application for treatment (to establish a new baseline
score), but should be made again around 28 weeks after the first PBS-subsidised dose of this biological medicine under this
restriction so that there is adequate time for a response to be demonstrated and for the application for the first continuing
therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4
weeks of the last dose of biological medicine. Where a response assessment is not undertaken and provided, the patient will
be deemed to have failed to respond to treatment with this biological medicine.

At the time of the authority application, medical practitioners should request up to 7 repeats to provide for an initial course of
tezepelumab sufficient for up to 32 weeks of therapy, at a dose of 210 mg every four weeks.

A multidisciplinary severe asthma clinic team comprises of:

(i) A respiratory physician; and

(i) A pharmacist, nurse or asthma educator.

The authority application must be made in writing and must include:

(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following must be provided at the time of application and documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5 item version) score (where a new baseline is being submitted or where the

patient has responded to prior treatment); and

(b) details (treatment, date of commencement, duration of therapy) of prior biological medicine treatment; and

(c) if applicable, the eosinophil count and date; and

(d) if applicable, the dose of the maintenance oral corticosteroid (where the response criteria or baseline is based on

corticosteroid dose); and

(e) if applicable, the IgE result and date; and

(f) the reason for switching therapy (e.g. failure of prior therapy, partial response to prior therapy, adverse event to prior

therapy).

Authority Required

Uncontrolled severe asthma

Treatment Phase: Grandfathering arrangements - Transitioning from non-PBS to PBS-subsidised supply

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

o Patient must have received non-PBS-subsidised treatment with this biological medicine for this PBS indication prior to 1
July 2026, AND

e Patient must have a diagnosis of asthma confirmed and documented in the patient's medical records by either a: (i)
respiratory physician, (ii) clinical immunologist, (iii) allergist, (iv) general physician experienced in the management of
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patients with severe asthma, defined by at least one of the following standard clinical features: (a) forced expiratory
volume (FEV1) reversibility greater than or equal to 12% and greater than or equal to 200 mL at baseline within 30
minutes after administration of salbutamol (200 to 400 micrograms), (b) airway hyperresponsiveness defined as a greater
than 20% decline in FEV1 during a direct bronchial provocation test or greater than 15% decline during an indirect
bronchial provocation test, (c) peak expiratory flow (PEF) variability of greater than 15% between the two highest and two
lowest peak expiratory flow rates during 14 days; OR

o Patient must have had a diagnosis of asthma from at least two physicians experienced in the management of patients
with severe asthma with the details documented in the patient's medical records prior to initiation of non-PBS-subsidised
treatment with this drug for this condition, AND

o Patient must have had a duration of asthma of at least 1 year prior to initiating non-PBS-subsidised treatment with this
drug for this condition, AND

o Patient must have had blood eosinophil count of at least 300 cells per microlitre in the 12 months prior to initiation of non-
PBS-subsidised treatment with this drug for this condition; OR

¢ Patient must have had blood eosinophil count of at least 150 cells per microlitre while receiving treatment with oral
corticosteroids in the 12 months prior to initiation of non-PBS-subsidised treatment with this drug for this condition; OR

e Patient must have had total serum human immunoglobulin E of at least 30 IU/mL, measured in the 12 months prior to
initiation of non-PBS subsidised treatment with this drug for this condition that had past or current evidence of atopy,
documented by either: (i) skin prick testing; or (ii) an in vitro measure of specific IgE no more than 12 months prior to
initiation of non-PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must have documented a failure to achieve adequate control with optimised asthma therapy, despite formal
assessment of and adherence to correct inhaler technique, prior to initiating non-PBS-subsidised treatment with this drug
for this condition, AND

o Patient must have demonstrated or sustained an adequate response to treatment with this drug if the patient has
received at least 28 weeks of treatment with this drug for this condition, AND

e Patient must not receive more than 32 weeks of treatment under this restriction, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease.

Population criteria:

o Patient must be aged 12 years or older.

Optimised asthma therapy includes adherence to maximal inhaled therapy, including high dose inhaled corticosteroid (ICS)

plus long-acting beta-2 agonist (LABA) therapy for at least 12 months, unless contraindicated or not tolerated.

If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications according to the

relevant TGA-approved Product Information and/or intolerances of a severity necessitating permanent treatment withdrawal,

details of the contraindication and/or intolerance must be provided in the Authority application.

The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the

time of the application:

(a) an Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the month prior to starting treatment with

this drug, AND

(b) while receiving optimised asthma therapy in the 12 months prior to starting treatment with this drug, experienced at least

1 admission to hospital for a severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of

systemic corticosteroids (oral corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids)

prescribed/supervised by a physician.

The Asthma Control Questionnaire (5 item version) assessment of the patient's response to this initial course of treatment,

and the assessment of oral corticosteroid dose, should be made at around 28 weeks after the first PBS-subsidised dose of

this drug under this restriction so that there is adequate time for a response to be demonstrated and for the application for
the first continuing therapy to be processed.

This assessment, which will be used to determine eligibility for the first continuing treatment, should be conducted within 4

weeks of the last dose of biological medicine. To avoid an interruption of supply for the first continuing treatment, the

assessment should be provided no later than 2 weeks prior to the patient completing their current treatment course, unless
the patient is currently on a treatment break.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within the same treatment cycle.

A treatment break in PBS-subsidised biological medicine therapy of at least 12 months must be observed in a patient who

has either failed to achieve or sustain a response to treatment with all eligible biological medicines within the same

treatment cycle.

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological

medicine was administered until the date of the first application for recommencement of treatment with a biological medicine

under the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

At the time of the authority application, medical practitioners should request up to 7 repeats to provide for an initial course of

tezepelumab sulfficient for up to 32 weeks of therapy, at a dose of 210 mg every four weeks.

The following must be provided at the time of application and documented in the patient's medical records:

(a) details (treatment, date of commencement, duration of therapy) of prior optimised asthma drug therapy; and

(b) If applicable, details of contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal

to standard therapy according to the relevant TGA-approved Product Information; and

(c) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and

treatment); and

(d) Asthma Control Questionnaire (ACQ-5) score; and
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Note

(e) if applicable, the eosinophil count and date; and

(f) if applicable, the IgE result and date.

The authority application must be made in writing and must include:
(1) details of the proposed prescription; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

A patient may qualify for PBS-subsidised treatment under this restriction once only.
This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.

Tezepelumab 210 mg/1.91 mL injection, 1.91 mL pen device
15403Q Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 7 0.00 1671.78  Tezspire [AP]

*USTEKINUMAB

Note

Note

Note

Note

TREATMENT OF COMPLEX REFRACTORY FISTULISING CROHN DISEASE

The following information applies to the prescribing of targeted therapies under the Pharmaceutical Benefits Scheme (PBS)
for benefits with a stated indication of 'complex refractory fistulising Crohn disease'. For PBS administration, the term
targeted therapy includes biological and targeted synthetic disease modifying anti-rheumatic drugs.

A patient is eligible for PBS-subsidised treatment with only one targeted therapy at any one time.

Treatment cycle:

A treatment cycle begins when an authority application is approved under the Initial 1 or Initial 2 who are accessing PBS-
subsidised treatment for the first time. Treatment must not continue with the same targeted therapy if it has not provided an
adequate response as defined in the continuing treatment phase. A patient may trial different targeted therapies within a
cycle; however, if all available targeted therapies have been trialled and do not provide an adequate response, the treatment
cycle ends and a 12-month PBS exclusion period applies.

The 12-month break is measured from the date of the last PBS approval for a targeted therapy in the most recent cycle to
the date of first initial treatment application under the next treatment cycle.

If a new targeted therapy with a different pharmacological mechanism of action becomes available on the PBS during a 12-
month break, a patient may be prescribed the newly listed targeted therapy, through the Initial 2 treatment phase, if they
have never received that medicine previously. If the newly listed targeted therapy does not provide an adequate response,
the treatment cycle ends and the 12-month break recommences. This will not be considered a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

Treatment phases:

Initial 1 - use when the patient has never received a targeted therapy for this indication or if the patient has had a break in
targeted therapy of at least 12-months. Patients who have had a break in treatment of at least 12-months must requalify for
treatment with respect to the indices of disease severity.

Initial 2 - use when:

e an alternative targeted therapy is prescribed for this indication, or

o the patient has previously been treated with this targeted therapy, or

e treatment is resuming after a break of less than 12-months.

Baseline disease activity does not need to be re demonstrated; however, an assessment of response to the preceding
supply must be provided if a response has been demonstrated.

Continuing treatment - use when patient has demonstrated an adequate response to the preceding supply. A response to
treatment is determined by comparison of current disease activity measurements relative to the baseline measurements.
Prescribers may provide new baseline measurements any time that an initial treatment authority application is made within a
treatment cycle and eligibility will be assessed against the revised baseline measurements. Continuing treatment authority
scripts must not be written on the same day as Initial treatment authority applications.

Balance of supply - use when the full amount of the preceding supply was not provided. This phase provides the remaining
quantity that could have been obtained under the preceding authority approval or where additional time is required for an
adequate response to be determined.

Recency of assessments:

Where possible, all related assessment documentation should be within 4 weeks of the date of authority application but no
longer than 4 weeks following cessation of the most recent treatment.

Biosimilar prescribing policy

Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for targeted therapies, allowing the Government to reinvest in new treatments. Further information
can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

For the purposes of this restriction, the fistula symptom grading total score can be calculated using the following:

(i) Discharge

e 0 -no discharge

e 1 - minimal mucous discharge

¢ 2 - moderate mucous discharge or purulent discharge

e 3 - substantial discharge

e 4 - gross faecal soiling

(ii) Pain
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e 0-no pain

e 1 - mild discomfort

e 2 - moderate discomfort
e 3 - marked discomfort

e 4 -severe pain

(iii) Degree of induration
e 0 -no induration

e 1 -minimal induration

e 2 - moderate induration
e 3 - substantial induration
e 4 - gross fluctuance/abscess

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 1 (new patient or recommencement of treatment after a break in targeted therapy of more than 12

months)

Clinical criteria:

o Patient must have confirmed Crohn disease, defined by standard clinical, endoscopic and/or imaging features, including
histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND

¢ Patient must have an externally draining enterocutaneous or rectovaginal fistula, AND

¢ The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

o Must be treated by a consultant physician [general medicine specialising in gastroenterology].

The number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and the date

of assessment of the patient's condition must be provided by the prescriber at the time of application and documented in the

patient's medical records.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to

treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as treatment failure.

Where fewer than 2 doses are requested at the time of the application, authority approvals for sufficient treatment based on

the patient's weight to complete dosing at weeks 0 and 8 may be requested through the Balance of supply restriction.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-
subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the
Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Initial 2 (change or recommencement of treatment after a break in targeted therapy of less than 12

months)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a targeted therapy for this condition in this treatment
cycle; OR

o Patient must have been eligible for prior PBS-subsidised treatment with a targeted therapy for this condition in this
treatment cycle, AND

o Patient must have either: (i) not previously received this drug for this condition in the current treatment cycle, (ii)
previously received this drug and demonstrated/maintained an adequate clinical response, AND

e The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition within the same treatment cycle. The patient will be considered not to have responded to
treatment if a response assessment is not completed. A serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as treatment failure.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:
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(a) current number of externally draining complex fistulae, fistula symptom grading scores (discharge/pain/induration) and

the date of assessment of the patient's condition; and

(b) details of the most recent targeted therapy in the current treatment cycle, including the date and duration of treatment.

If a patient was eligible for prior PBS-subsidised treatment with a targeted therapy for this condition but did not receive PBS-

subsidised treatment at the time, the application must provide a declaration that the patient met all 'Initial 1' eligibility

requirements when targeted therapy treatment commenced. The application must also provide details of the baseline scores

of the prior eligibility requirements, including the number of externally draining complex fistulae, fistula symptom grading

scores (discharge/pain/induration) and the date of assessment.

Where fewer than 2 doses are requested at the time of the application, authority approvals for sufficient treatment based on

the patient's weight to complete dosing at weeks 0 and 8 may be requested through the Balance of supply restriction.

Under no circumstances will approvals be granted for treatment that would otherwise extend the initial treatment period.

A patient may re-trial this drug after a minimum of 12 months have elapsed between the date the last prescription for a PBS-

subsidised targeted therapy was approved in this cycle and the date of the first application under a new cycle under the

Initial 1 treatment restriction.

Authority Required

Complex refractory Fistulising Crohn disease

Treatment Phase: Balance of supply

Clinical criteria:

o Patient must have received insufficient treatment with this drug for this condition under any relevant initial restriction
(Initial 1 or Initial 2), AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

ustekinumab 130 mg/26 mL injection, 26 mL vial
13781H Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

4 0 0.00 *2242.92 2 Stelara [JC] a Steqeyma [EW]
@ Wezlana [TN]

*VEDOLIZUMAB

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority Required

Moderate to severe chronic pouchitis
Treatment Phase: Initial 1 (new patient)
Clinical criteria:

¢ Patient must have undergone ileal pouch anal anastomosis (IPAA) due to ulcerative colitis (UC) at least one year
previously, AND

o Patient must not have previously received PBS-subsidised treatment with this drug for this condition, AND

e The condition must be confirmed based on the patient's symptoms, treatment history and baseline endoscopic
examination of the pouch (pouchoscopy), AND

¢ Patient must have a Modified Pouchitis Disease Activity Index (mPDAI) score of at least 5, AND
e Patient must have a minimum endoscopic mPDAI sub-score of at least 2, AND

o Patient must have had at least 3 recurrent episodes of pouchitis within the previous year each of which was treated with
at least: (i) 2 weeks of antibiotic, (ii) other prescription therapy; OR

¢ The condition must have required maintenance antibiotic therapy taken continuously for at least 4 weeks before
commencing treatment with this drug, AND

e The treatment must be initiated in combination with standard of care antibiotic, AND

¢ Patient must not receive more than 14 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

o Must be treated by a consultant physician [general medicine specialising in gastroenterology].

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition. The patient will be considered not to have responded to treatment if a response assessment is

not completed. A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment is

not considered as treatment failure.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:
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(a) baseline Modified Pouchitis Disease Activity Index (mPDAI) score and endoscopic mPDAI subscore and the date of
assessment; and

(b) details of prior drug therapy for this condition [dosage, date of commencement and duration of therapy].

The prescriber must have excluded secondary causes of pouchitis, for example:

(a) Ischaemia;

b) Crohn's disease (CD) or CD of the pouch;

c) Irritable pouch syndrome;

d) Predominant cuffitis;

e) Pouch stricture or pouch fistula;

f) Active infection;

g) NSAIDs;

(h) Coeliac disease.

Authority Required

Moderate to severe chronic pouchitis

Treatment Phase: Initial 2 (Recommencement of treatment after a break in targeted therapy)

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must have previously received this drug for this condition and demonstrated/maintained an adequate clinical
response, AND

e The treatment must be initiated in combination with standard of care antibiotic, AND

¢ Patient must not receive more than 14 weeks of treatment under this restriction per authority application.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR

e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with

this drug for this condition. The patient will be considered not to have responded to treatment if a response assessment is

not completed. A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment is
not considered as treatment failure.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) details of the most recent targeted therapy for this condition [date of commencement and duration of therapy].
The prescriber must have excluded secondary causes of pouchitis, for example:

(a) Ischaemia;

(b) Crohn's disease (CD) or CD of the pouch;

(c) Irritable pouch syndrome;

(d) Predominant cuffitis;
(
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(
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e) Pouch stricture or pouch fistula;
f) Active infection;

g) NSAIDs;

(h) Coeliac disease.

Authority Required

Moderate to severe chronic pouchitis
Treatment Phase: Balance of Supply
Clinical criteria:

o Patient must have received insufficient therapy with this drug under the Initial 1 (new patient) restriction to complete 14
weeks of treatment; OR

¢ Patient must have received insufficient therapy with this drug under the Initial 2 (recommencement of treatment after a
break in targeted therapy) to complete 14 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 14 weeks treatment available under the above treatment
phases.

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR
o Must be treated by a consultant physician [general medicine specialising in gastroenterology].
Authority Required

Moderate to severe chronic pouchitis

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised targeted therapy treatment for this
condition, AND

o Patient must have demonstrated or sustained a partial or complete response, as determined by the treating clinician, to
the most recent PBS-subsidised course of treatment with this drug for this condition, AND

o Patient must not receive more than 24 weeks of treatment under this restriction per authority application.
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Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a consultant physician [internal medicine specialising in gastroenterology]; OR
e Must be treated by a consultant physician [general medicine specialising in gastroenterology].

Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to
sustain a response.

A patient who does not demonstrate a response to treatment will not be eligible for further PBS-subsidised treatment with
this drug for this condition. The patient will be considered not to have responded to treatment if a response assessment is

not completed. A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment is
not considered as treatment failure.

vedolizumab 300 mg injection, 1 vial
14670D Max.Qty Packs  No. of Rpts Premium$  DPMQ $ Brand Name and Manufacturer

1 2 0.00 2802.43 Entyvio [TK]
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